JEPXIMIKCITYKEA
JEPXABHA CJIYIKEA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMMA ¥ KHIiBCBKIN OBJACTI

nipoctiekt Banepis JloGaroscrkoro, 51, m. Kuin, 03110, ren/akc: (044) 363-06-50
-mail: dIs.ko@dls.gov.ua,https:ﬁww.dls.gov.ma, Kon €IPITOV 37078774

BHCHOBOK
PO AKICTHL BBeleHOro B Ykpainy JHKAPCLKOro 3acoby
18.03.2021 Ne 12242/21/1011
OME3®

(HalMeHyRaHHY TiKapceKoro 38000y 3riHO 3 peccTpartiHmm NOCRIiAYEHHAM)
kancynd no 20 mr no 10 xancya y Gricrepi; mo 3 baicrepn y xopoGni
{¢opma BHIYCKY, ToayBANHS, BHI NAKYBAHHA TiKRPCEKOrD 38C06y)

Howmep peectpauiitvoro nocaimenns UA/0235/02/01 CTPOK Zil peccTpanifinoro mocsimueaun 01.01.2099
Cepia nixapcskoro sacoby Ne B2100081 KinexicTb BreseHoro mikapeskoro sacoby 65800

BupoGrmx J-p Peani'c Jaboparopic Jita, BupoGumua aimsemns - 11, Ingis

(HalMCHYBAHHA BHPOGHNNKA NiKEPCAKOTO 33c00y. kpaiHa noxomxenns)

Breseno B Yxpainy Torapucreo 3 06Mexenolo BianorizaaERICTIO "Ap. Peaai'c
JlaGoparopis", igenr. xoz: 37560808

(raitMenyBarus Ta ko ta €PLIOY lopunwaHo! 0¢o6H abio npisBHme, iM'A, no GaTEKOBI dizuanoi
0CO0H - mATpPUEMIA. 1 MicLe poXHBAHKS Ta peecTpaIiRHUE HOMEP 00TikOBOT KAPTKE TIATRMI
nonatkis afo cepi Ta Homep macnopTa)

Hporoxon sizyaasnore konrpomo sig 17.03.2021 M 0742/1.

3a pesynbTaTAMU  IEpHABHOIO KOHTpOIIO  BCTHHOBNEHO, MO fikaposgxii - 2aci6  BReseHo & Vepainy 3
AOTPHMA HHMOT 3aKCHO/JIABCTBA II0A0 3a0e3negeHHA quz.'ri Mikapchrux 2aco6is.
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CEPTH®IKAT AKOCTI
Crop. 132
IIpoxykT: OME3® Kancyad mo 20 mr Ne 30 (10x3) ¥ oaicTepax Kpaiua-eupoduuk: [ngia
1 Kancy.1a MicTHTE: OMenpaszoay 20 mr
Cepin Ne: B2100081 Q6'em mapTii: 65897 yIaKkoBKH
AHANTHIHIH 38iT Ne: 2002FP21000081 Jata panpoGveanna: 22.01.2021
AaTa BUpoGHHNTRA: 12,2020 Tepwin npuiaTHocTi: 11.2023
Ne peecTpanifinoro mocBiguennn: UA/0235/02/01 HitficHe 70: HeoGMemeHo
Haxaz MO3 Vipaiuu Ne 1212 o1 30.05.2019
PosmMip Ta THII DAKYBAHHA: 10 xancya y 6aicTepi; 3 daicTepH ¥ Kopodi 3
MAPKYBAHHAM YKPATHCEKOK) MOBOHO
HafiMeHYBAHHA, AJpeca TAa HoMep JJileH:ii puUpodHHKA Ta J-p. Pengi’c JadoparTopic J1a,
KOHTPOTH AKOCTI: BupoGunda minpanna — I0, Tiaenani Ne 42, 45, 46, c.
Bauaymami, oxpyr DMeasan  Maakaiiripi, mTaT
Temanraua, bagyvna Manman, Tumin,
Ne3/RR/AP/OG/F/R
No
TecT Pe3yasTaTH Crnenupixkania
I/
1. | Ome Teepnl kemaTHHOBL Mposopi | TRepOl KeNATIHOBL Npo30pi KANCYIIl posMipoM 2, 3
Kalcyml po3Mipom 2, 3| mapkyeanHsM OMEZ, 3 0e30apRHIM KOpPOYCOM Ta
MapkyeaHHsM — OMEZ. % | pojKeRIM KoBIAYKOM. BMicT xanicy1 — Bill abo maibxe
Oex:0apBHIIM  Kopmycom  Ta | OiTi OemeTIr
POKEBIIM KOBIIAUKOM. BMicT
KaIlcyn — OiMi MeneTIL.
2. | Izentndixanisa
a) Meron Y- BinmoBidae BIOMOTaM a) YV-CHeKTpIl BIMIPOOOBYBAHOTO TA CTAHNAPTHOTO
CHeXTpodoToMeTpil PO3YIHIB MOBIHHI MATII MAKCIIMYMII IIpIl OJHAROBIll
IOBKIMHI XBILTi.
©) MeTo:I piTiHHOL BinmoBidae BIOMOTaM 0) UWac VIpIMYBAHHA [HKY. #AKOI  BiJNORiJae
xpoMaTorpadii OMeTpa3ony. Ha XpOMATOTpAMi BINIPODOBYBAHOIO
POBHIHY Ma€ BINIOBINATI Hacy YIPIMaHHA IHKY
OMENpa3ony Ha  XPOMaTorpaMi  CTAHOAPTHOrO
POSYIHY.
3. | Jiametp 5.82 MM —3.95 MM 6.00 = 0.30 my (5.70 Mu1 — 6,30 Mu1)
4, | JToB®KIIHA 17.60 Mpt— 17.76 MM 1780 £ 050 MM (17,30 py — 18,30 MM)
5. | Cepeanda maca 329.4 Mr 333 Mr £ 7.5 % (308.0 Mr — 357,89 Mr)
6. | CepemHs Maca BMICTY KAaNCy:Ill 268.3 Mr 270 M1 £ 10 % (o1 243 Mr Jo 297 Mr)
7. | Boaa 1.0 % He Sinpme 3.0 %
8. | Brparta B Maci mpu BueynryeaHHi | 0.4 % He Sineme 3.0 %
(60°C, 11ck He Bime 0,7 xlla
MPOTATOM 4 T01)
9. | OaHOPITHICTE MAcIl BMICTY Biamosinae Tlpn spakyRanHi 200 RACYT TPUITYeTIMO He Bireure 2
KATCYII IHTmiTyaEHIIR MAc 3 BIIXIICHHAM BiX cepelHbol
mactt Oinpmie stk Ha L0% Ta JKOOHOI Kameymn 3
BIIXICTEHHAM OITBITe Eok Ha 20%
10. | OaHOpiTHICTE DO30BAHIX 4.9 AV |50
OJIHIIIE 4\
11. | PosdiHHICTE ¥V 3 %, 0%, 2 %, He finpmi= 10 % oMeRpazoy IPOTAToM 2 roaIH
0,1 M pozunmi HCL 299,2%,3% &
12, | Pos4uHHIcTE v OVhepHOMY 93 %, 94 %, 93 % He yewmie 70 % () HOMIHamBHOI KUTBKOCTL
posUIH] 96%, 94%, 92 % OMEITPAZONY MAE POSYIHITICT OpOTAroM 30 XB
pH 6.8 (B mepepaxyHKy Ha
C7HgN;045)
13, | Tomirmgm:
Hait®inpmol IHUBLIIyaTbHOL 0.02%
cyMa JOMIIIOK 0.1%
14, | KinkxicHe BU3HAYEHHESA 19.9 RO 110 21,0 mr .
OMETIPA20IY B Kallcvii (B 904 % £ -M*Ol Kimegocti).
/ T //// )
TIpumirka: [IpoayKT BiANIORITAE BEITCe3a3HAUeHIT centidhikail /!
TectyBar: JokyMeHT DepeBipeHIil: ) 1fa by DesmeeH s AKOCTI
AT KpHHJHa Moxan/ AclicTeHT MeHeTkepa
Hata: 25.01.2021 Hata: 25.01,2021 Hata: 25.01.2021

Ilepeknan BiAIOBIZAE OPUTiHATY
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CEPTH®IKAT AKOCTI
Crop. 232
IIpoaykT: OME3® Kancyad mo 20 mr Ne 30 (10x3) ¥ omicTepax Kpaiua-eupoduuk: [ngia
1 kancy.1a MicTHTE: OMenpaszony 20 Mr
Cepin Ne: B2100081 Q6'em naprii: 65897 yIakoBKH
AHAITHIHEH 38iT Ne: 2002FP21000081 Jata panpoGveanna: 22.01.2021
AaTa BUpoOHHNTRA: 12,2020 Tepwin npuiaTHocTi: 11.2023
Ne peecTpanifinore moceizuenns: UA/0235/02/01 HificHe 70: HeoGMemeHO
Haxaz MO3 Vipaiuu Ne 1212 o1 30.05.2019
PosMip Ta THII DAKYBAHHA: 10 xancy. y 6aicTepi; 3 daicTepH ¥ kopoomi 3
MAPKYBAHHAM YKPATHCHKOK MOBOHO
HaiiMeHYBAHHA, AIpeca TA HoMep .JileH:(i pHpodHHKA Ta J-p. Pexgi’c JadopaTopic JI1a,
KOHTPOTIO AKOCTI: BupoGunda minpauEna — I0, Tiaenani Ne 42, 45, 46, c.
Bawymani, oxpyr DMeauan Maakaiiripi, mTaT
Temanr axa, Bagyvna Mannman, Tumis,
Ne63/RR/AP/OG/F/R
nmepepaxyHRy Ha C7HoN3045) [poTAroM TepMiHy HpIIaTHOoCTi: Bim 18.0 mo 22.0
MrfEame (Bix 90,0 % mo0 L1100 % BOMIHaTBHOL
KiIBKOCTI).
L5, | MikpoDionoriyHa TIcToTa
) 3aralbHa KiTEKICTE aepoDHIIX
MikpooprafizMie (TAMC) a) menme 10 KOET a) He Gimsmme 1000 KOET
6) 3araneHa KilbKICTh
APIADKOBIX Ta MIIICHABIIX 0) Menme 10 KOET. 0) ge 6inpme 100 KOET.
rpudie (TYMC)
B) Esherichia coli: B) BIACYTHIB 1 T B} BiACYTHIB I T

MLIL.

Jeraapanis npo cepThdikanizo

“I[IM 3acBiMMYI0, IO BONIEBIIKTAZEHA IHGOOPMANia chpakkeaa | Touma. 1{ cepis OpoaykTy ©O¥I1a BUTOTOBIEHA. BKTIOMAOMII
VIAKOBKY/MAapPKYBaHHA Ta MepeBipKy #KOCTI Ha BIIME sragaHoMy cafiTi (aX) y DoBEID BiADOBIAHOCTL 3 BiMorami GMP MicneBoro
PeryIaTopHOL OpraHy i BUINOBITHO Jo cHeMIpikanifl, Mo MICTATECA B peccTpaliliHOMY JOCEE { TOPTOBIIL mineHsili kpaim-iuMmopTepa ado
y Hocke cmelnidikanil MpoIYKTY ANA JOCHLTKYBAHIIN TKApChKIX 3acofiB. JlokvMeHTII mo oO0podui, VIAKOBLI Ta aHamizy Oy
MepeT HYTI T4 BCTAHOBICHO BiANORIZHICTE GMP.”
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% FADeIIeYe M AKOCTI
a Moxan/ AclcTeHT MeHemxepa
Hata: 25.01.2021 Hata: 25.01.2021 Hata: 25.01.2021
Ilepeknan BiAIOBITaE OpUTiHATY

TIpuvirka: [TIpoIyKT BiANIORITAE BEIME3a3HAUeH T centidbikail
TecTyBag: JokyMeHT NepeRipeHIni:
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JEEPXKJIKCIIYKEA
AEPKABHA CIIYIKBA 3 JIKAPCHKUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTUKAMMW Y KUIBCBHLKIN OBJIACTI

rnpocnext Banepin JioGanoercbkoro, 51 » M. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kop €JTPTIOY 37078774

BHUCHOBOK

Npo AKICTH BBE3eHOro B ¥Yxpainy nikapeskoro 3acoly

17.03.2021 Ne 9983/21/10

OME3®

(HatiMeHyBaHua nikapehkoro 3acoly 3rilHo 3 peecTpauifnum NOCBIAYEHHAM)
Kaneyu 1o 20 mr ne 10 kaneyn y Gaicrepi; mo 3 GuticTepu y Kopobui

(hopma Bunycxy, nosysanis, pug TaKyBaHIS JiXapCceKOro 3acoby)
Homep peecrpauiitnoro noceinuenns UA/0235/02/01 CTPOK Al peectpauiiiHoro nocsiguenns 01.01.2099
Cepis nikapcekoro sacofy Ne B2100512 Kinexicre sesesoro nikapeskoro 3acoby 66270

BrpoGuuk A-p Penni'c Jla6oparopic JItx, Bupo6unya ninsauns - 11, Iagis

(naliMenysauia BHPOOHHKA nikapcekoro 3acoby, kpaina NOXOAKEHHR )

Baeseno B Vipainy Torapucreo 3 06Meskenor0 BianosizassHicTIO "Ip. Penni‘c
JlaGopaTopis", izenr. kon: 37560808

(nafimeryranna ra kon 3a CAPTIOY IOPHAMYHOT 0co0H abe npisBHuLE, iM's, 110 6ATEKOBI Pisuunoi
ocolby - mianpremus, 1 Mictie TIPOXUBAHHA Ta PeeCTpalifHKA HoMep ofnikosoi KapTKH NaTHHKA
nosaTkis abo cepin Ta HOMED nacriopra)

Mpotokon sisyantroro kowrpomio sia 05.03.2021 N 0613/1.

JlabopatopHuit ananis sxocTi NikapebKoro sacoby 3aiiicHeuil:

TOB "TexHonat" (M.JIbBiB, ByJ. Jlanuna Arnoctoa, 2)

(nakimenysanta va micuesnaxonxkens naloparopil, uo nposena NaGopaTopHui anNia aKoCTi)

BucroBok wiono akocti sikapeskoro 3acoy, sunanuti nabopatopieio sia 17.03.2021 Ne 0364

Pesynsrarn naGopatopuoro amanisy sxocti Nikapcbroro 3acoBy 3a nepesipeHnMu nokasHukamy BLIIOBIZAKOTE
BHMOTaM METOMIB KOHTPOJIO AKOCT {(ananiruuno-uopMarusmof AOKYMeHTanii).

3a pesyastatamu ACPHABHOTO  KOHTPOMIO BCT3HOBJICHO, INO Dikapcbkui  3aci6  BeeseHo B Ykpainy 3
AOTpHMA

I 33KOHOAABCTBA MO0 3abe3nede s kot NiKapebLKHX 3acobis,
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CEPTU®IKAT AKOCTI
Crop. 132
Mponysr: OME3® eancysmn no 20 mr Ne 30 (10x3) y Guierepax Kpaiua-supoduux: Ingis
1 wancyna micrute: Omenpazony 20 mr
Cepin Ne: B2100512 O6'em naprii: 66287 ynakosrn
Auanivuannii ssir No; 2002FP2 1000325 Hara sunpodysauns: 17.02.2021
Hata supobuuursa: 01.2021 Tepsin npugarnocti: 12.2023
Ne pecerpauiiinoro mocsiguensa: UA/0235/02/01 Aijicre 10: neobmeskeno
Hakaz MO3 Ykpainu Ne 1212 or 30.05.2019
Posmip ta Tun naxysanus: 10 xancyn y 6aicrepi; 3 Gaicrepn y Kopodui 3
MAPKYBAHHAM YKPAINCHKOI0 MOBOIO
Halivenyramnna, agpeca Ta nomep minensii BHpOGHHKE T2 J-p. Peani’c .Haﬁopa'ruplc Jlta,
KOHTPO/II0 SIKOCTi: Bupoetumua pineruna — I, Tinsunui Ne 42, 45, 46, «.
bauynani, oxpyr Menuan Mamcannpl wmrar
Tenanrauna, bauynami Maungan, Tupis,
NeGI/RR/AP/VG/F/R
No - . o
rifin Tecr Pesyawratu Cnenngixanis
1. | Omue Teepai wenatuwori  nposopi | Teepai wenatnnosi TIpO30pi Kamcyim posmipom 2, 3
Kancynu - posmipomM 2, 3| Mapxynaunsm OMEZ, 3 GesdapsHHM Koprnycom Ta
MapkyBanam  OMEZ, 3| posesum kosmauicom. BuicT xancyn — Gini abo maitxe
Ge3bapeHuM  kopnycoM  Ta | 6ini nenern.
POIKEBHM  KOBMauxom, Baicr
Kancyn — Ol nenerw.
2. | Luentudiranis
a) Meroa Y- Binnosinae susmoram a) Y®-cnekTpu BunpoBoByBaHoro Ta CTaHIAPTHOIO
crnekTpedoToMeTpil PO3YHHIB NOBHHHI MarTH MAKCHMYMH [IPH QJHAKOBIH
JIOBXCMHI XBMAI.
0) METOJ PiAHHHOT Binnosinae susoram 6) Yac yrpumysamms miky, sxuii  pignosizac
xpomarorpadii OMeNpa3jeny. Ha  XpomarorpaMi  BHTIpOGOBYBAHOTO
PO3HMHY MaE€ BLUTOBLAATH 4acy YIpUMaHHs Ky
OMCMpazony  Ha  XpoMaTorpami  CraHZAPTHOrO
PO3UHHY.
3. | Aiamerp 5.92 MM —6.10 mu 6,00 = 0,30 mm (5,70 Mm — 6,30 MM)
4. | Nopxina 17.62 mm — 17.82 MM 17,80+ 0,50 mm (17,30 mm — 18.30 MM )
5. | Cepenns maca 329.5 mr 333 Mr+ 7.5 % (308,0 mr — 357.9 MT)
6. | Cepemis maca micty Kancymu | 268.2 mr 270 mr £ 10 % (or 243 mr 5o 297 mr)
7. | Boaa 1.1% He Ginbe 3,0 %
8. | Brpara 8 maci npu sucymysanni | 0.5 % He 6insuie 3,0 %
(60°C, tuex e pume 0.7 «lla
npotaroM 4 rog)
9. | Oanopiguicrs macu BMICTY Binnozsinae pr: 313'\}I(yBaHlli 20 xancyn npunycTHMO He Ginbie 2
Kameyn iHMBiRYanbHUX Mac 3 BiAXMIEHHEM Rix CepelHLOT
macu Oinbure Hix wa 10% ra momioi Kancynu 3
BIAXHIICHHAM Binpiie uix Ha 20%
10. | OnuopinmicTs gozoBannx 2.9 AV 150
O/IHHULB
L1.| Posuunuicts y 4 %, 3 %, 0 %, He Ginbe 10 % omenpasony npotarom 2 romin
0.1 M posuuni HCL (0%, 1%, 0%
12.| Posunnmicts y Gydepromy 96 %, 97%, 93% He wemmwe 70 % (Q) mnomiramshol  KinokocTi
posinui 92%, 96%, 92% OMeNnpazoity Mae PO3UHHUTHCS npoTarom 30 xs
pH 6,8 (8 mepepaxynxy na
C17HI9N303S)
13| Tomimiu:
HaGLmL 10T inausiyansuof 0.01%
CYMa JIOMiLIOK He Busnaueno
14, | Kinpkicue Busnavenns 19.7 mr
OMENpAa3oIy B kancyii (B 98.5 %
IIpumirka: Ilponyxr Bifnosizae BeIIC3a3HAYCHIT crneuHgikanii
Tectysan: Hoxymenr nepesipenuii: irs 5
AT Kpumm Moxam’ Aczm CHT Merenxepa
Jara; 17.02.2021 Mara: 17.02.2021 Hara: 17.02.2021 . 7

Tlepexnan sinnoriae opurinany

//7

Gy~ 2335

&

MV




s
Dr.Reddy’s Q;‘

CEPTH®IKAT SAKOCTI
Crop.232
Mpoayrr: OME3® wancynu mo 20 mr Ne 30 (10x3) y 6nicrepax Kpaiua-supobunk: Iuais
1 kaueysa micrurs: Omenpasoay 20 mr
Cepist No: B2100512 O6'em napTil: 66287 ynakopkH
Ananitaannii 3sit Ne: 20026P21000325 Jara sunpobysannn: 17.02.2021
Jata gupobunursa: 01.2021 Tepmin npuparuocri: 12.2023
Ne peeerpaniiinore nocsinuenus: UA/0235/02/01 Hiiicue g0: neodmemeno
Hakaz MO3 Yxpaiun Ne 1212 ot 30.05.2019
Posmip ta tnu naxynauns: 10 kancyn y 6nicrepi; 3 6micrepn y kopo6ui 3
MAPKYBAINISIM YKPATHCL KOIO MOBOIO
Haiisenysaima, aapeca Ta nosep nivensii BHpPOOINKA Ta A-p. Peani’c JlaGopaTtopie JITa,
KOHTPOJIIO SIKOCTI: BupoGunua jinbunun — II, Jinenuni Ne 42, 45, 46, «.
Bauynami, oxpyr Meguan Mameaiiripi, wraTt
Tenaurana, bauynani Manaan, Tuisi,
Ne63/RR/AP/96/FIR
nepepaxynky Ha Ci;7H,oN;0;8) Tpotsirom Tepminy npunatiocti: sin 18.0 no 22.0
mr/kane (8in 90,0 % a0 110,0 % uomunanshoi
KilibkocTi),
15. | Mikpo6ionoriuna uictora
4) 3aransHa KineKicrs aepofunx
mikpooprauismis (TAMC) a) 10 KOE/r a) ne Binsme 1000 KOE/r
6) saransHa KiTbKicTs '
APKDKOBUX Ta IUTCUABHX 6) menme 10 KOE/r, 6) ne Ginsme 100 KOET,
rpubie (TYMC)
B8) Esherichia coli: B) Bicyrnie | r B) BiJicytHiR | I

Hexnapauin npo cepTudikanino

“Lum zaceizuyre, wo BHINCBUKIancHa indopyais cnpasxes i touna. 1la cepis mpoaykTy Gylia BHIOTOBIEHA, BRITGUAIONK
YUEKORKY/ MAPKYBAHEA TA NEPeRipKy 4KOCT Ha BHIE 3rajadomy caliti (ax) y nosniii signosiguocti 3 sumoramm GMP Miclesoro
Perynmsoproi oprany i sinnosiouo no cneHdikaniii, mo mictartses B peectpalifHoMy n0cbe / Toproil ninensii KpalHH-iMmopTepa abo
¥ A0che cueltianii npoaykty pis aocHpKysanux mikapenkux sacofin. Joxymentd no 00pobui, ynakorui Ta amanizy Gyim
NePSrTHY T T4 BCTAHOBNEHO BiANOBiAHICTE GMP.”

2Y aexTuditauiimg xon
: b 37560808 &

P :
pumirica: TTpoaykr pignorizae pLunezasnauenii crieudicanii I CHOBY 7 ~
Tecrynas: HoxymenT nepesipenmit: w EeRribesneucHn P[[KéCTi

/ T". Kpuiria Moxait/ AcncreaT MeHeuxepa
Hara: 17.02.2021 Hara: 17.02,2021 Hara: 17.02.2021 - .7
TMepexman Bianosinae opurinany ¥
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JEPXIIIKCITY)KEA
AEPXKABHA CJIYIKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMU Yy KHIBCBKIH OBJIACTI

npocriexT Banepis Jlobanorcekoro, 51, M. Kuiz, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dIs.gov.ua,httgs://www.dls.gov.ua, Kon €ZIPTIOY 37078774

BHCHOBOK
Opo fIKicTs BBe3eHoOro p Yxkpainy aikapenkoro 3acoly
19.03.2021 Ne 10720/21/10
__OME3®
A A (HaiMerrypanms TiKapCEKOro 3acoby

3riAHO 3'peecTpanitizmm TOCBiTYeHHM)

Kancyan mo 20 mr o 10 Kancyn y 6aicrepi; o 3 6icrepn y Kopob6iri

(dopma sumycky, AO3YBAHHH, BHA ITAKYBaHHs MKapcsKkoro 3acoby)

Howmep peectpaniitioro moceimuenysy UA/0235/02/01 CTPOK Al peecTpauifioro nocimuerns 01.0) 1.2099
Cepis mikapcskoro sacofy Ne B2100513 Kinexicts mBesonoro Tikapeskoro sacofy 65410

Bupofuuk J-p Penni'c Jlaboparopic JItx, Bupo6uuua nineuuns - 11, Tapis

(HaltMeHyBaHHa BUPOGHMKA JikaperKoro 3acoby, kpaina NIOXO/KEHHS)

Beeseno s Vipainy ToBapuerso 1 o6mexenoro BiInoBinannuicTo "Ip. Peani'c

JIaGoparopis", izenr. xon: 37560808

(HattMenyBanus Ta Koy 33 E€IPTIOV 1opuamisof ocobu ao npi M’

0¢obu - nianpuemus, i MiCLIC IpOsKHBaKHT Ta peecTpaiifin
TNonaTKiB abo cepix ta HOMEp Macnopra)

Mpotokon Bisyanwuoroe kontpomo six 10.03.2021 M 0639/1.

Ja6oparopasts amanis sxocri Mikapcrkoro 3acoly smidcrerui: !

TOB "Texuona6" (m.JIsBiB, BYJI. Manwna Anocrona, 2)

(naiMenyBanng Ta MICHe3HAX O eHHx AaGopaTopii, 1o nposena naboparopruii aanis akocr] }

Brcrosox MO0 AKOCTI

B Vipainy 3

T i
s
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CEPTUDIKAT SIKOCTI

Crop. 132

1 kancyna micture: Omenpasony 20 mr

NMpoayxr: OME3® Kancyqn no 20 se Ne 30 (10x3) y Gnictepax

Kpaira-supobuux: Ingin

Cepin Ne: B2100513

O6'em napTii: 65427 ynakosku

Auanitaynui 3sit Ne: 2002KP21000362

HAata Bunpofysanun: 19.02.2021

Hata supodunurea: 01.2021

Tepmin npuaatnocri: 12.2023

N pecerpanitinoro noceizuenus: UA/0235/02/01

HiiicHe 10: neofseneno

Haxas MO3 Yepainu Ne 1212 or 30.05.2019

Poamip ta tan nakysanun:

10 kancyn y Gaierepi; 3 Gaicrepu y kopoGui 3
MAPKYBIHUSIM YKPATICL KO0 MOBOIO

KOUTPOIIO HKOETI;

Haitmenysanuna, anpeca 1a HOMep JTiueHsii Bupobuuka ra

J-p. Peani’c JlaGoparopic Jlta,
BupoGunua pinvumuna — II, Jiaeuuni Ne 42, 45, 46, e.
Bauypmaai, okpyr Meauan Mankaiiripi, wrat

Tenaurana, bBauynani Maupan, Inpis,
Ne63/RR/AP/IG/F/R
Ne
Teer Pesyawraru Creundikauin
/1.
1. | Onuc Teepni swenatuuoni  nposepi Trepati wenarunosi nposopi KaICYIM po3Mipom 2, 3

Kancynd  posmipom 2
MAPKYBaIiaM OMEZ,
GesbapsunM — xopnycom

POKEBUM  xOBRAukoM. Baicr

Kancyn — Gini neneru,

mapkysannav OMEZ, 3 6e3Bapsunm KOpnycom Ta
3 | POKCRUM KoBTIauKoM. Bmicr kaneyn — Giii abo Maitxe
Ta | 6ini neneru.

2

2. | laentndixanis
a} meroy Y-
crickmpodoTomerpii

0} MeToa pianuHoL

Bimuosinae susoram

Bianosinac suMoram

a) Y®-cnextpu nunpoGosysanoro Ta CTaHIAPTHOTO
DO3UNNIB NOBHIHI MATH MAKCHMYMH [IDH OAHAKOBIH
ZOBMCUN] XBUni,

6) Yac yrpumyBanms miky, sxuii  signosizae

xpomarorpathii OMENpasony. wa xpomarorpasi EMITPOOOBYBAHOIO
PO34YHHY Mae€ BIANOBINATH uacy yTpHMais niKy
OMENpa3ony  Ha  Xpomarorpami  craHpapTHOrO
posuHny,

Hiamerp 5.92 MM —6.18 MM 6,00 = 0,30 am (5,70 am — 6,30 MM}

Hosxiina 17.49 My ~ 17.84mm 17,80 % 0,50 s {17.30 mm — 18,30 mm)

OAHMHHITL

3
4.
5. | Cepenns maca 330.8 mr 333 Mr 7.5 % (308,0 mr — 357.9 mr)
6. | Cepeans maca amicry KAMCy:14 268.5 mr 270 mr = 10 % (ot 243 mr no 297 Mr)
7. | Boga 1.0% He Ginnine 3,0 %
8. | Bupara B maci npn pucymysatmi | 0.6 % He Ginbwe 3,0 %
(60°C, rrek ne suwe 0.7 klla
apoTarom 4 ron)
9. | Oanopianicts macn BMICTY Binnosinac pu spasmynamii 20 kancyn [PHIYCTHMO He Binbiie 2
Kancyn IHIMBIAYANLHUX Mac 3 BIAXHICHHAM Bifl cepeanboi
macu Oinbwie nik na 10% Ta sxomHoi Kancylin 3
BIAXHTICHHAM Binblue Hixk Ha 20%
10. | Oanopianiers nososannx 4.0 AV<15.0

11. | Posumunicts y
0.1 M poszuuni HCL

0%, 0%, 1 %,
0%, 1%, 0%

He Ginbie 10 % OMenpaszoLy 1MpoTAroM 2 roaun

12, Posuunnicrs y Oyvdepromy
Lo HTTH

pI1 6.8 (3 nepepaxynxy na
C]7H|\,N3O3S}

96 %. 93%. 94%
93%. 95%, 94%

He wmenme 70 9% (Q) nowinansnof KiJIbKOCTI
OMEMPA30Ily MAE POIUHHHTHCS IpoTAroM 30 XB
e e XA
5% KPATH A,
P e KEH O 4,3

[lepexnan sianosinae opurinany

7 [
¢ P V4 L
X (0~ 552 F Qoy V5

I3, | Momiwkn: 3K Ans 25
uaiGinbwol inansigyanaoi 0.02% 5;? mg KMEYTIB ,%“’o o
CYMa JOMiloK He Busnaueno TS Q 5t AR PRRAIC 29
14. | Kinskicke rusnanermg 20.0 mr 3 : 28 $%0 1o 21,0 mr £
OMENPa3oNy B Kancyni (s 99.9 % R BOS DEH 0 5 0 S 0L KiNEKOCEY,
“‘39_.;&. : g O e ::)/4///;//>
| Mpustitica: TlpoaykT Bisnosisac spilcsasaatoniin crnenHgikamii 1 Buenogoic OLF HTH s 7
Tecrypas: Hokyment nepesipennii: ; (1 x_; ibesneucHIs apbeTi
“| . Kpuiiia Moxan/ Acucrest Menemxepa
Hara: 19.02.207] Mara: 19.02,2021 Hara: 19.02.2021 . 7 7
7 -
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CEPTUDIKAT SIKOCTI

Crop. 232

Mponyier: OME3® kancyim no 20 mr Ne 30 (10x3) y Guicrepax
1 kancyaa aicture: Osenpasony 20 mr

Kpaina-supobuux: lujin

Cepin Ne: B2100513

0O6'em naprii: 65427 ynakosxn

Ananitaunnii 3sit Ne: 2002FP21000362

Hata Bunpobysauna: 19.02.2021

Hara pupobunurea: 01,2021

Tepmin npuaarnocri: 12.2023

Ne pecerpaniiinoro nocsinuenns: UA/0235/02/01

Hiiicue 10: neodmexkeno

Hakas MO3 Ykpaiun Ne 1212 or 30.05.2019

Poswmip a Ton nacypauusn:

10 kancya y Guictepi; 3 Gaicrepn y Kopobui 3
MApPKYBAHHIM YKPATICHLKOI0 MOBOIO

KOHTDPOIW AKOCTI:

Haitmenysanun, anpeea ta HOMep fTiuensii supofuura Ta

A-p. Peani’e JlaGopatopic Jita,

BupoGumua gineunun — IL, JMiaeuuni Mo 42, 45, 46, «.
bauynmani, oxpyr Meauan Manxaiiripi, wrart
Tenaurana, baaynanmi Maunan, Inpin,
NeG3/RR/AP/IG/F/R

nepepaxynky wa Cy;H,N;0;S)

Tlporsirom tepminy npupathocri: mig 18.0 ao 22,0
Mr/kane (sin 90,0 % so 110,0 % womunanshoi
KIIBKOCT).

15. | MikpoGionoriuia sncrora

i) 3aranbHa KinbKieTs aepoGHHX
MiKpoopraniamin {TAMC)

6) 3aranbHa KiTbKicTs
APUKKOBHX TA MITICHABUX
rpubis (TYMC)

8) Esherichia coli:

a) menuie 10 KOE/r
6) menwe 10 KOL/r,

B) Bitcyrnig I r

a) He Binsmwe 1000 KOE/r

6) ne Ginbwe 100 KOE/r,

B) Bizicyrnie 1 r

lexnapauis npo ceprudikairn

“Ilim 3acinuyio, wo BHIEBHKIaMENE  indoparantis CIIPABKHA |

YNAKCBKY/MAPKyRaEs T2 Nepesipiy

Perynatopuoi oprany i sianoginno no eneundixauili, mo Mictatsen B pe

Y aecke eneundixanil npogyxry anm aoc

OCPENIHYTI Ta BETAHOBAEHO BiAnoBiamicts GMP.”

M.IT,

rouna, g cepis npoayxry 6yna BHIOTOBIGHA, BKIIOMAIOUH
AKOCT! HA BHlE 3ralaHomMy caliti (ax) y noswili BiANOBIAHOCT] 3 Bumoramy GMP MiCLIEBOI'O
ccTpauiiiaomy foobe / Toprosid niuensii Kpaiau-iMmopTepa abo
HDKYBAHHX NiKapehkux 3acobis.

Rokymenru o o6podii, ynakorui Ta anainizy Gy

§ <AP.PEAAIC €
ﬂAEOPATOPIQ:_
B loenTniiraviim oy &7

37560808
.\\'

Hpumirka: [pogykr sigmnosigae BhINE3a3HadeHiit cneuudikanii

Tecrynas;

HokymenT nepenipenuii:

LG .
I'. Kpumma Moxan/ Acucrest Menexepa

Hara: 19.02.2021

Hara: 19.02.2021

Hara: 19.02.2021 ¢

Tepexnan pinnorinae opurinany

s




JEPKIIIKCIIYKBA
AEPIKABHA CJIYIKBA 3 JIKAPCBKMX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMH ¥ KHIBCHKIA OBJIACTI

npocnexT Banepix JloGaroseskoro, 51, M, Kuis, 03110, ten/daxe: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, https://www.dls.gov.ua, Ko €IIPTIOY 37078774

BHCHOBOK
Ipo sikicTs BBeseHoro B YKpainy Jikapenkoro 3acoby

28.04.2021 Ne 17708/21/10

OME3®

(nalimenyBakRgT TikapesKOro 33c05y-3rigH0 3 precTpaLiiim NOCBiTueHTIM)
Karneyym 0o 20 mr mo 10 kancys1y Gaicrepi; o 3 6micrepu ¥ Xopobui

(hopsin BymycKky, JO3VBAHHK, BUI NAKYDAHHE NXAPERKOTO 38C06Y)
Homep peectpauitinoro nocniguenns UA/0235/02/01 crpox aif peecrpanittore nocrimuenss 01.01.2099
Cepin aikapeskoro sacoGy MNe B2100843 Kinsxiers sneseroro nikapckxore 3aco6y 80

Bupobru _I-p Pemi’c JlaSoparopic Jitx, Bupobamda mimsrag < 11, Tenis
(HaliveHysaERS WPOGHUKS TiKApCLKOTO 38506y, KpailHE TIOXO;DKERHA)

‘Bpeseno B Vpairy

Jlaboparopis", iaent. koa: 37560808

(nattvieyrani ta Kox sa €JIPTIOY 10pmauuHoT 0coby abo npissume, in's; 70 GaThkoui pizugmol

ocoBu - niznpHemis, I MICHE NPORUBAKAS Ta peecTpurifani HoMep 00AiK0nOT KAPTEY NmaTHHKY
NOJATXiE 460 Cepix Ta Hamep nacnapTa)

ToBapuerso 3 ofMexenco BixmoBiTaILHIcTIO "p. Pepai’e

Iporokon sisyamsuoroe korTpamo six 07.04.2021 N 1069/3.
Jaboparoprvit ananis gxocti nikapcukoro 3acoGy SuikcHerwl:

TOB "Texnona6” (m.JIssis, Byn. [lanuna Anocrona, 2)

(RnHMenyBaANHA TA MiCIeINAXOUKEHES naGopartopit, mo nposeia IaSOpATOpLUN aHANI3 5KoCTI)

BHeHOBOK 10210 AKOCTE MiKAPCHKOTO 3ac00Y, Bunanult naGopatapiero six 27.04.2021 Ne 0548

Pesyabraru naboparopHoro ananiyy axocri nixapcsxdm 34c00y 33 mepeBipenmyit noxasHukaMk BiNNoOBixA0TL
BHMOTaM METOAIB KOHTPOMO AKOCT] (aaanimqno—ﬂopmmnq‘i HoKyMenTanii),

32 pesyMeTATAMM JIEPKABHOIG KOHTPOJIO - BCTAHOBNONO, 110 miKaperxmit saci6 ppesemo B Vipaimy 3
AOTPHMAHMHAM BusMor 38KOHONIBCTES 1070 3a6e3nereni :?. ocTi Mikapebkux 3ac06ia, ’

~Onexciit COTOIPAL

(iuiuiixm{ Ta npisBine)

Page 1/1




Dr.Reddy’s Q;‘

CEPTH®IKAT AKOCTI

Crop. 132

1 kancyaa MieraTe: Omenpasoxy 20 mr

poaykr: OME3® xancynd no 20 Mr Na 30 (10x3) y 6nicrepax

Kpaina-supobnux: Inais

Cepin Ne: B2100843

00'em napTii: 65687 ynakoBKH

Anamirwyannit 3sit Ne: 2002FP21000635

Jara sunpobysannn: 11.03.2021

Jara pupoénunrsa: 02.2021

Tepmin npuaaTaocti: 01.2024

Ne peecrpaniiinoro nocsizuenns: UA/0235/02/01

JlilicHe 10: HeOOMeXKEHO

Hakaz MO3 Ykpaiuu Ne 1212 or 30.05.2019

PozMmip Ta THE NaKyBaHHS:

10 xancyn y 6aicrepi; 3 Gaicrepn y xopobmi 3
MApKYBAHHAM YKpaiHChKOI MOBOIO

HaiiMenyBaHHS, aapeca Ta HoMep Jiuensii BUpoGHHKA Ta

J-p. Penni’c JlaGopartopic JIta,

Ka[lCyJlM  po3MipoM

KOHTPOJIO 3KOCTi: BupoGuuya aiternus — II, Ninernuni Ne 42, 45, 46, c.
Bauynami, oxpyr Meauan Mankaiiripi, mrar
Tenanrana, Bauynani Mamngpan, Tapis,
Ne63/RR/AP/96/F/R

Ne .

Teer PesyasTatn Cnenndikanis
I./1.
1. |Omuc Teepni xenaTuHoBi mpo3opi | TBepAi XeNaTHHOBI TIPO30pi KalCymH po3MipoM 2, 3

2, 3

mapkysaHHsM  OMEZ,

Ge36apBHUM

KaIcyJs — Ot meneTy.

KOpITyCOM
pOXEBHM KoBHmaukoM. Bwicr

mapkyBauusm OMEZ, 3 Ge36apBHHM KopmycoM Ta
3 | pO€EBHM KOBIaYkoM. BMicT xancyn — 6ini abo Maibxe
Ta | 6 neneTH.

2. | InenTudikaniz

OOHHHIIb

a) merost Y- Binnosinae BuMoram a) Yd-cnekTpn BHNPoGOBYBAHOIO Ta CTAHAAPTHOIO
criekTpodoToMeTpii PO3YHHIB NMOBHHHI MaTH MakCHMYMH NpH OJHAKOBil
JOBXKHHI XBHIIL.
6) MeToJ PiAMHHOI Binnosizae BUMOramM 6) Yac yrpumyBaHHA niKy, SKuif BiAnOBijlae
xpomartorpadii oMenpasoly, Ha XpoMarorpami BHOpoGOBYBaHOIO
PO3YMHY Ma€ BIJNOBINAaTH 4Yacy YTPHMaHHA MKy
oMenpasony Ha  XpoOMarorpaMi  CTaHAapTHOro
PO3YHHY.
3. | Hiametp 6.01 MM —6.11 MM 6,00 + 0,30 mm (5,70 MM — 6,30 MM)
4. | JoBxuHa 17.58 mm — 17.86 MM 17,80 £ 0,50 mm (17,30 mm — 18,30 Mm)
5. | Cepenns mMaca 328.0 Mr 333 mr+ 7,5 % (308,0 Mr — 357,9 mr)
6. | Cepennsa Maca BMicTy Kancynd | 265.3 Mr 270 mr = 10 % (ot 243 Mr 10 297 Mr)
7. | Bona 1.2% He Ginsme 3,0 %
8. | Brpara B mMaci npu BucymysasHi | 0.6 % He 6insme 3,0 %
(60°C, tuck ue Bume 0,7 xIla
IpOTAroM 4 roj)
9. | OmHopignicTs MacH BMICTY Biznosizae Ilpu 3Baxysanui 20 Kancyn npunyctEMo He Ginmsme 2
Karncyn iHOUBiNyanbHMX Mac 3 BiXWIEHHAM Bif cepeqHBOL
macu Oinpme Hix Ha 10% T8 XomHOI KamcyiH 3
BigxuieHHsM Giybiie Hixx Ha 20%
10. | OnnopiaHicTs K030BaHUX 6.6 AV<15,0

11.} Pozuunnicts y
0,1 M pozuuni HCL

1 %, 0%, 0 %,
1%,0%,0%

He Ginsie 10 % oMmenpa3oiy npoTaroM 2 rogus

12.| Po3unnHicTh y 6ydeproMy

96 %, 95%, 95%

He wmenmme 70 % (Q) HoMiHambHOI KibKOCTI

po3umHi 95%, 95%, 95% OMENPa3oy Mae PO3YUHUTHCS nporsroM 30 xB
pH 6,8 (B nepepaxyHky Ha
C7HsN;058)
13. | JoMimmku:
HaitbinbIol IHAHBIAyaTBHOT 0.02%
CyMa JIOMIlIOK He Busicuo
14. | KinbkicHe BU3HauCHHA 19.9 mr/kancyny
OMENpa3ony B Kancyni (B 99.6 %

IMpumiTka: Mpojxyxr siznosigae Brmesaznauenil cnenudikanii

Tectysas:

JloKyMeHRT nepeBipeHHii:

Jlara: 15.03.2021

Jara: 15.03.2021

Tepexsan BIANOBIJa€ OpHTIHATY

YOy 2% /7 )




Dr.Reddy’s €5¢

CEPTH®IKAT AKOCTI

Ctop.232

Hpoayxr: OME3® Kancyan no 20 mMr Ne 30 (10x3) y 6icrepax
1 xancyna micrurs: Omenpasoay 20 mr

Kpaina-supobuux: Inais

Cepiz Ne: B2100843

006’eM naprii: 65687 ynakoBkH

Ananirwannif 3sit Ne: 2002FP21000635

Jara sunpobysannn: 11.03.2021

Jara BupoouuuTsa: 02.2021

Tepmin npuaaTrHoeti: 01.2024

Ne peectpamniiinoro mocsizgenns: UA/0235/02/01

JlilicHe 70: HeoOMEXKEHO

Haxaz MO3 Vkpainu Ne 1212 ot 30.05.2019

Po3mip Ta THH HaKYBaHHSA:

10 xancyn y 6aicrepi; 3 6aicrepn y kopobmi 3
MAapPKYBaHHAM YKPAiHCBKOI0 MOBOIO

HaiimMenyBanus, aapeca Ta HoMep Jinensii BupoGuuka ta

J-p. Penni’c JlaGopartopic JIta,

6) saranpHa KiTbKiCTB
JPiXKIKOBHX Ta MUTICHABHX
rpu6is (TYMC)

B) Esherichia coli:

KOHTPOIIO RKOCTi: BupoGun4a gineuuus — I, Minenuni Ne 42, 45, 46, c.
Bauynam, okpyr Meavan Mankaiiripi, mraT
Tenaunrana, Bauynani Manzgan, Tapin,
Ne63/RR/AP/96/F/R
nepepaxyHky Ha C;;HgN;0;S) IlpotsroM TepMiHy mpmpatHocti: Big 18,0 mo 22,0
Mmr/kanc (six 90,0 % no 110,0 % HoMHHaIBHOL
KiJIBKOCTi).
15. | Mikpo6ionorigna 4ncrora
a) 3araibHa KUTBKICT acpoGHHX
MikpoopraHizmis (TAMC) a) meHwe 10 KOE/r a) He 6usme 1000 KOE/r

6) mene 10 KOE/T.

B) BiicyTHi B 1 T

6) He 6inse 100 KOE/r.

B) BiicyTHiB 1 T

eKJIapanisa m € ikani

“IluM 3acBiguyro, WO BHINeBHKIafeHa iHdopmauis cnpaexus i rTouna. Il cepix npoaykry Oyna BHroTOBIEHA, BKIIOYAIOUH
YIIaKOBKY/MapKyBaHHA Ta NepeBipKy AKOCTi Ha BHINE 3raJaHoMy caiTi (ax) y mosHiii BiamoBignocti 3 Bumoramn GMP micuesoro
PerynaropHoi oprany i Bignosigso xo cnenudikauii, wo MicTThca B peecTpauiiiHoMy nocke / TOprosiii ninensii kpairu-imnoprepa abo
y nocke crnemudikanii MpoayKTy XA AOCHDKYBaHMX nikapchkux 3acobiB. JlokymeHTH mo oOpobui, ynakoBii Ta aHamizy OymH
NEPEriAHyTi T4 BCTAHOBJICHO Bixgnoeianicts GMP.”

IIpumirTka: HMponyxr Biznosigac Brmesazauenii cnenndikanii

Tectysas:

JloKyMeHT niepeBipeHHii:

Jlara: 15.03.2021

Jara: 15.03.2021

Ilepexnaz BiAMOBiIac OpHTIHATY

Page 1/1
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CEPTH®IKAT AKOCTI
Crop. 132
IIpoaykT: OME3® Kancya mo 20 mr Ne 30 (10x3) ¥ oaicTepax Kpaiua-eupoduuk: [ngia
1 Kamcyaa MicTHTE: OMenpaszoay 20 mMr
Cepin Ne: B2102111 Q6'em mapTii: 65767 YIAKOBKH
AHANTHIHNH 38iT Ne: 2002FP21001331 Jata panpoGveanna: 21.06.2021
AaTa BUpoOHHNTRA: 05,2021 Tepwin npuiaTHocTi: 04.2024
Ne peecTpanifinoroe mocBiguennsn: UA/0235/02/01 HitficHe 70! HeoGMemeHo
Haxaz MO3 Vipaiuu Ne 1212 gig 30.05.2019
PosmMip Ta THII DAKYBAHHA: 10 xancya y 6aicTepi; 3 baicTepH ¥ Kopodi 3
MAPKYBAHHAM YKPATHCEKOK MOBOHO
HafiMeHYBAHHA, AIpeca TA HoMep .JileH:ii pUpodHHKA Ta J-p. Pengi’c JadoparTopic J1a,
KOHTPOTH AKOCTI: BupoGun4a minpauna — I0, TiaeHEni Ne 42, 45, 46, c.
Bauymami, okpyr DMeasan Maakaiiripi, mTaT
Temanraxa, bagyvna Mannpan, Tumin,
Ne3/RR/AP/OG/F/R
No
TecT Pe3yasTaTH Crnenupixkania
3/1
1. | Omwe Teepnl kemaTHHOBL Mposopi | TRepal KeNATIHOBL Npo30pi KANcyIll posMipoM 2, 3
Kalcyml po3Mipom 2, 3| mapkyeaHHsM OMEZ, 3 0e30apBHIM KOPOYCOM Ta
MapkyeaHHsM — OMEZ, % | pojkeRIM KoBNauxkoM. BMicT xancy:1 — Bill ado maibxe
Oex0apBHIIM  Kopmycom  Ta | OiTi DemetIr
POMKEBIIM KOBIIAYKOM. BMicT
KaIlcyn — OiMi ImeneTIL.
2. | Izentndixanisa
a) Meron Y- BidmoBidae BIOMOTaM a) YV-CHeKTIpIl BIMIPOOOBYBAHOTO TA CTAHNAPTHOTO
CHeXTpodoToMeTpil PO3HYIHIB MOBIHHI MATII MAKCIIMYMII IIPII OJHAROBIll
IOBKIMHI XBILTi.
©) MeTO.I piTiHHOL BidmoBidae BIOMOTaM 0) UYac VIpIIMYBAHHS MIKY, #KOI  RiIOORiZae
xpoMaTorpadii OMETpa3ony. Ha XpOMATOIpAMi BINIPODOBYBAHOIO
POBHIHY Ma€ BINIOBINATI Hacy YIPIMAaHHA IHKY
OMENpa3ony Ha  XPOMAaTorpaMi  CTAHIAPTHOrO
POSHIHY.
3. | Jiametp 591 MM —6.12 MM 6.00 = 0.30 my (5.70 Mu1 — 6,30 M)
4, | JToBXKIIHA 17,50 Mp1— 17.80 Mm 1780 £ 0,530 Mm (17,30 by — 18,30 MM)
5. | Cepeans maca 329.9 Mr 333 M £ 7.5 % (30,0 Mr — 357 9 1)
6. | CepenHs Maca BMICTY KAaNCy:Il 269.9 Mr 270 Mr £ L0 % (Biz 243 Mr 10 297 MT)
7. |Boaa 1.2 % He Sinpme 3.0 %
8. | Brpata B Maci mpu BUeyIryeaHHi [ 0.5 % He Sineme 3.0 %
(60°C, Tk He Bine 0,7 kl1a
MPOTACOM 4 T01)
9. | OaHOPITHICTE MAacIl BMICTY Biamosidae [Ip1 3BakvBaHHI 20 KaIcyl NPUITyCTIIMO He DiTelme 2
KATCYII iGABLIVATBHIIE Mac 3 BiIXIUTeHHAM Bid cepelHBOL
mach OiMpiie HiK #a L0% Ta XoOoHOI Kamcyml 3
BUIXICTEHHAM GibIne Hix Ha 20%
10, | OaHOpITHICTE DO30BAHIX 6.8 AV 150
OJIHIIIE
11.| PosduHHICTE ¥ 09,0 %, 0 %, | He Sinplite 10 % oMenpazoqy IpoTaroM 2 roauH
0,1 M posunmi HCL 0%, 0%, 0% .
12, | Pos4uHHICTE ¥ 0VhepHOMY 94 %o, 97%%, 97% He zHmie~ 70 % (Q) HOMIHamEHOI KUTBKOCTL
po3sUIH] 95%, 93%, 97% OMEIIPA30IY Mae poIUIHITICT IpOTAroM 30 XB
pH 6.8 (B mepepaxyvHKY Ha
C7HeN;045)
13, | Tomirmgm:
Haltdinpmol IHUBIAyaTbHOL 0.02 %
cyMa JOMIIIOK He BILBIeHO
14, | KinexicHe BI3HAYEHEA 20.0 Mr/Kancymy
OMETIPA20IY B KAIIcvili (B 100.1 %%
Ipumitka: [IpoIyKT BiINORIJa€ BNMe3azHATeHI crenmiikanii
TecTyBap: JoKyMeHT nlepeBipeHIni:
L TeHT MeHekepa
Hata: 29.06.2021 JHara: 29.06.2021 3 s,:.f e PN i
Tlepekiag BiAIOBigAE opIIriHamry T onmd wh

LD
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CEPTH®IKAT AKOCTI

Crop. 232

IIpoaykT: OME3® Kancyad mo 20 mr Ne 30 (10x3) ¥ omicTepax
1 Kamcyaa MicTHTE: OMenpaszony 20 mr

Kpaiaa-eupoduuk: [ngina

Cepin Ne: B2102111

Q6'em naprii: 65767 YyIAKOBKH

AHATITHIHEH 38iT Ne: 2002FP21001331

Jata panpoGveanna: 21.06.2021

AaTa BHpOoOHHNTRA: 05,2021

Tepwin npuiaTHocTi: 04.2024

Ne peecTpanifinore moceiguennsn: UA/0235/02/01

HiticHe 70: HeaGMemeHD

Haxaz MO3 Vipaiuu Ne 1212 gig 30.05.2019

PosMip TA THII DAKYBAHHA:

10 xancya y 6micTepi; 3 GaicTepH ¥ KopoOi 3
MAPKYBAHHAM YKPATHCHKOK MOBOO

HaiiveHYBAHHA, AIpeca TA HoMep .JileH:ii pUpodHHKA Ta
KOHTDOIIO HKOCTI:

H-p. Pexgi’c Jadoparopic 11,
BupoGun4a minpHEna — I0, TiaeHHni Ne 42, 45, 46, c.

Bawymani, oxpyr DMeauan Maakaiiripi, mTaT
Temanr axa, bBagyvnai Mannan, Tumis,
Ne3/RR/AP/OG/F/R

nepepaxyHEEyY Ha C7HoINyC4S)

[IpoTaroM TepMiHMy mpligaTHocTi: Bim 18,0 1o 220
Mrfkame (Bix 90,0 % mo 1100 % BOMIHaTBHOL
KiBKOCTI).

L5, | MikpoDioToriyHa T1cToTAa

) 3aralkHa KiIEKICTE aepoDHIIX
MikpoopragizMie (TAMC)

6) 3araneHa KilbKIiCTh
API#KDKOBIX Ta MIICHABIX
rpudie (TYMC)

B) Esherichia coli:

a) MeHIne 10 KOET

0) merme 10 KOE/T,

B} BIACYTHIB L T

a) He Gimemme 1000 KOET

o) ge 6inpmre 100 KOET.

B} BiacyTHIB I T

Jderaapanis opo cepThdikanio

MLIL.

“1[i 3acBimuylo, Mo BOIMEBIIKTAZeHA iHOOpMaNig copakxeaa | Touma. 1l cepis OpoaykTy ©yI1a BOTOTOBIEHA. BKTIOZAIOTII
VIAKOBKY/MAPKYBAHHS Ta HepeBipKy #KOCTI HA BIMe 3rafaHoMy cafiTi (ax) y moBmiit pigmorignocTi 3 BiMoramu GMP Michieroro
PeryaaTopHol oprany i BiAMoBiaHO o emenndikamiil, Mo MicTATECA B peecTpallillHOMY JOCKE / TOproBilt Jinensil kpalun-iMooprepa ado
y Jochke crewnpikanil MpoOykKIy AT OOCILTKYBAHIX IiKapchKIX 3acofiB. JJoKyMeHTII IIo o0poOlli. YHAKOBLI Ta aHATIZY Oy

NeperIgHyTi Ta BCTAHOBISHO BiITIOBiAHIcTs GMP.™

IpuviTka: IIpoIyKT BiNORigac BINMe3azHage il cenmiikanii

TecTyBap:

JoKyMeHT nlepeBipeHIni:

1 AKOCTI

Hata: 29.06.2021 Jara: 29.06.2021

Lt b

[epeKnaj BiIIOBinae oplriHamy

by
T ¥




JEPXIIKCIIVIKBA
JEPXKABHA CIYXKEBA 3 JIIKAPChBKUX 3ACOBIB TA KOHTPOJLIO 3A
HAPKOTUKAMM Y KHIiBCBKIN OBJACTI

npocnekT Banepis JloGanoscukoro. 51, M. Kuie, 031 10. Ten/tbake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua.htips://www dls.gov.ua. Kon EOPIIOY 37478774

BUCHOBOK
NPo AKICTH BBE3EHOr0 B YKpaiHy JiKapesKoro 3acoby
22.09.2021 Ne 53438/21/1011
OME3®

{HalfMeHyBaHHA TIKAPCRKOTO 3aco0y IrigHo 3 percTpanifiHuM NOChiMSHAIM)
Kancyau 110 20 mr 10 10 kancy. y 6aicrepi; 0o 3 Gaicrepn y xopobni
((pOpMa BUITYCKY. /I03YBAHHA. BWJI [IAKYBEHHS TiKapCEKOTO 3acoby)

Homep peectpanittnoro mocrinvenns UA/0235/02/01 erpox it peccrpauifinoro nocsiguenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne B2102111 KinbkicTs sBeseHoro rikapeskoro sacoby 65670

Bupofuuk H-p Penni'c JlaGopatopic Jita, Bupo6unya qinsuuns - [T, Tuxis
{HaitmenyranHA BHpOGHAKA Nikapcekoro 3acofy. Kpaika NoXomKeHHd)

Breseno B Yipainy Tosapucrso 3 o6meskenomo Bignosizansnicrio "JIp. Peani'c

JlaGoparopiz", izenr. xox: 37560808
(wafimenyBanng Ta xoZ 3a CAPTIOY ropuamynoi ocoGn afie tpiseuue. iM'a. o 6aTEKOBI DianHHOT

©0CO0 ~ MAAPHEMLA. {T MICLE NPORMABAHAS TA PECCTPAiBHNA HOMEP OBMIKOBOT KADTKM MIATHHKA
nozatkis abo cepis T2 Hamep ImacnopTa)

Ipotokoa Bizyansnora xourpomns eix 20.09.2021 N 3249/1.

3a pe3ynnTaTaMU IEPXKABHOLO KOHTPOMIO BCTRHOBIEHO. IO mikapcekdd  sacif  BBesewo B Vkpainy 3
ﬂOTpHMaHHﬂM BAMOr 3aK0HO/IQBCTEA 040 3abe3nedeHun n}l[ocri niKapcLkMk sacolis.

| {1
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JAEPXIJIIKCIIYXBA
JEPKABHA CIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHUIBCBKIA OBJIACTI

npocriekt Banepis Jlo6anoscskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kong €JIPTIOY 37078774

BHUCHOBOK
npo sKicTh BBe3eHOro B YKpaiHy Jikapchkoro 3acody

01.09.2021 Ne 42170/21/10

OME3®

(HalMeHyBAHHS NiKAPCLKOTO 3aC00Y 3riHO 3 peecTpaifHIM NOCBI9eHHM)
xancyad mo 20 mr o 10 kancys y Gaicrepi; mo 3 6aicrepu y kopobui

(dopma BUNYCKY, ZO3yBaHHS, BHA AKYBaHH JiKapChKOTo 3ac00y)
Howmep peectpattiiforo nocsizuenns UA/0235/02/01 crpoxk aii peecpauiitnoro nocaizuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne B2102113 KinexicTs BBe3eHOro nikapcbkoro 3acoby 80

BupoGuuk J-p Penni'c JlaGoparopic Jitn, Bupobuuya pinsauns - 11, Ingis

(nattmenyBanHs BUpoGHUKa NiKapeeKoTo 3acoby, kpaiHa MOXOMKEHHS)

Bae3seno B Vkpainy ToBapucrso 3 o6mexeHoro BixnosinaabuicTio ""Jp. Penai'c
JlabopaTopis', inenr. xon: 37560808

(nalivenysanng ta ko 338 €JIPTIOY opusnunoi ocobu abo npizsmile, iM'e, no 6aTskosi disuynol
0cobH - mianpuemMI, i Micle MPORABAHHA Ta peecTpaliiinuil Homep 06/1ik0BOT KAPTKM [LUIATHUKE
nozaarkis a6o cepis Ta HOMep macnopra)
Ipotokon Bisyansuoro kourpomo sig 23.07.2021 Ne 2552/4.
JlaGopaTopru# aHai3 AKOCTI JikapekKkoro 3acoby 3aiicHeHHH:

TOB "Texnona6" (M.JIpBiB, Byn. Jlanuna Anocrona, 2)

(HaliMenyBaHHd Ta Micue3HaxoDkeHHS TaGoparopil, 1o nposena naGoparopHuit ananis gkocti)
BHCHOBOK MOS0 AKOCTI Nikapchkoro 3acoby, sunanmit naGoparopicio sin 31.08.2021 Ne 1031

PesynsTati 1aGopaTOPHOTO aHANi3y AKOCTI JikapchKoro 3acofy 3a nepepipeHMMU NokasHUKaMK BiloBinawnTh
BHMOIraM METO/IiB KOHTPOMO AKOCTI (aHANITHYHO-HOPMATHBHOT JOKYMEHTALil).

3a pesynbTaTaMH IEPKABHOTO KOHTPOMO BCTAHOBNEHO, Ifio Nikapcekwit 3aci6 BBeseHo B Vkpainy 3
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CEPTHUDIKAT AKOCTI

Crop.132

1 kancyna mictuts: Omenpasony 20 mr

IIpoaykr: OME3® kancysu no 20 mr Ne 30 (10x3) y Gaicrepax

Kpaina-supoonnk: Inais

Cepin No: B2102113

06'em naprii: 65697 ynakoBKH

Anagirnunuii 38it Ne: 2002FP21001360

JlaTa BunpoGyBanns: 24.06.2021

Jlara BupoonnuTBa: 05.2021

Tepmin npuaaraocri: 04.2024

Ne peectpauniitnoro nocsinyenns: UA/0235/02/01

JlilicHe 10: HEOOMeKEHO

Haxaz MO3 Vkpainun Ne 1212 Bix 30.05.2019

Po3mip Ta THII NaKyBaHHs:

10 kancyn y Guicrepi; 3 6aicTepn y kopo6ui 3
MAapKYBaHHAM YKPaiHCbKOI0 MOBOIO

KOHTPOJIIO IKOCTi:

HaiimenyBanHs, agpeca Ta HoMep JiileH3ii BHPOOHHKA Ta

I-p. Peani’c JlaGoparopic JITa,
Bupoonuua ginbauust — I, Jinenuui Ne 42, 45, 46, c.
Bauynami, oxpyr Meayan  Mankaiiripi, mTar

Tenanrana, bauynasi Maupadn, Ingin,
Ne63/RR/AP/96/F/R
Ne
Tecr PesyabraTn Cnenundikanis
3/n
1. | Omuc Teepai »xenatunoBi mpo3opi | TBepai jKenaTHHOBI MPO30pi KamCymu po3MipoM 2, 3

KarncyJid  po3MipoM 2,

mapkyBanuiM ~ OMEZ,
6e30apBHMM  KOPITyCOM

POXEBHM KOBHa4YkoM. Bwmicr

KarcyJ1 — OifTi ImeseTH.

3 | mapkyBanusM OMEZ, 3 6e30apBHUM KOpIIycOM Ta
3 | poxeBUM KOBIaukoM. Bmict kamcyn — 6ini a6o maibke
Ta | Oini meneTy.

2. | ImenTudikamis
a) merox Y-
cnektpodoTomerpii

0) MeTOX PiTUHHOT

Binrnosigae BumMoram

Bignosijzae BuMoram

a) Y®-crekTpd BHUIPOOOBYBAHOTO Ta CTAHAAPTHOTO
pO34YMHIB MOBMHHI MaTH MaKCHMYMH IIpH OJHAKOBiit
JIOBKUHI XBUIII.

6) Yac yrpumyBaHHA TIiKy, SKHH BiANOBimae

OJJUHHIIb

xpomartorpadii OMenpa3oy, Ha XpoMmarorpami BHIIPOOOBYBaHOTO
pO3UMHY Ma€ BiINOBiZAaTH Yacy YyTPUMAHHA MKy
OMenpa3ody Ha  XpoMmarorpami  CTaHZapTHOTO
pO3UHHY.
3. | Hdiamerp 5.89 MM —6.10 MM 6,00 £ 0,30 MM (5,70 MM — 6,30 MM)
4. | loxuHa 17.55 MM —17.70 MM 17,80 £ 0,50 MM (17,30 MM — 18,30 mm)
5. | Cepenns Maca 329.8 mMr 333 mr= 7,5 % (308,0 mr — 357,9 mr)
6. | Cepenns mMaca BMicTy Kancymn | 269.2 mr 270 mr £ 10 % (Bix 243 Mr 0 297 mr)
7. |Bona 1.3 % He 6inbime 3,0 %
8. | Brpara B Maci npu Bucymrysansi | 0.8 % He 6inpime 3,0 %
(60°C, Tuck e Buime 0,7 xIla
npotsirom 4 roax)
9. | OpHopigHicTh MacH BMiCTy Biamosinae IIpu 3BaxxyBanui 20 KarcyJ1 NpUIycTUMo He Oinbiie 2
Karcyx iHAMBiMya bHHX Mac 3 BiIXWIEHHSM BiA cepeaHbOl
Macu Oinpmie Hixk Ha 10% Ta »omHOi Kamcynu 3
BigxuneHuam Oinpine Hixk Ha 20%
10. | OgHOPiAHICTH JO30BAaHKX 5.7 AV<15,0

11. | Po3uunHicTs y
0,1 M po3uuni HCL

0 %, 0 %, 0 %,
0%, 0%,0%

He 6inpime 10 % omenpasosry IpoTAroM 2 roJuH

12. | Po3uunHicTs y Oydepuomy
po34HnHi

pH 6,8 (B nepepaxyHky Ha
Cy7H9N;058)

97 %, 94%, 97%
95%, 97%, 97%

He wmenme 70 % (Q) HOMiHaIBHOI KiNbKOCTI
OMenpasoily Ma€ PO3YHHHUTUCS POTAroM 30 XB

13. | Momitokwu:
HaUOINMBIIOT IHAMBI Y aIbHOT
CyMa JOMIlIOK

0.02 %
He BusiBneHo

14. | KinskicHe BU3HAYEHHS
OMEINpa3oiLy B Kancyi (B

20.0 mr/karncyy
99.9 %

Ipumirka: Ipoaykr Bianosigae Buine3a3HayeHii cneuudikanii

TectyBas:

JloKyMeHT nepeBipeHHi:

g SIKOCTi
W TeHT MeHemkepa

Jlata: 29.06.2021

Jara: 29.06.2021

Iepeknan BinnoBigae opurinamy

e @f oo [OA0H (—"
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CEPTU®IKAT AKOCTI

Crop.232

IIpoaykr: OME3® kancyau no 20 mr Ne 30 (10x3) y Guicrepax
1 xancyna micrats: Omenpasoay 20 mr

Kpaina-supoonnk: Inais

Cepin Ne: B2102113

06'em naprii: 65697 ynakoBKH

Ananirnuauii 3sit Ne: 2002FP21001360

Jara sunpoGyBanns: 24.06.2021

Jara Bupo6uunraa: 05.2021

Tepmin npugarnocti: 04.2024

Ne peectpauiiinoro nocsinuenns: UA/0235/02/01

JlilicHe 10: HeoOMeKEeHO

Haxaz MO3 Vkpaina Ne 1212 Bix 30.05.2019

Po3mip Ta THO NaKyBaHHA:

10 xancyn y 6aicrepi; 3 6icrepn y kopooui 3
MapKYBaHHSIM YKpPaiHCbKOI0 MOBOIO

KOHTPOJIIO SIKOCTi:

HaiimenyBanHs, apeca Ta HoMep JiineH3ii BHpOOHHKA Ta

JI-p. Peani’c JlaGoparopic JIta,

Bupo6uuua gineauus — II, Tineauui Ne 42, 45, 46, c.
Bauynani, oxkpyr Meguaax  Mankaiiripi, wrrar
Tenanrana, Bauynani Mamnpan, Inpin,
Ne63/RR/AP/96/F/R

nepepaxyHky Ha Ci7H gN305S)

IMporsarom Tepminy mpupartHocti: Bix 18,0 mo 22,0
mr/kanc (Bix 90,0 % no 110,0 % HOMHMHaTBHOL
KLTBKOCTI).

15. | Mikpob6iosorigna qucrora

a) 3arajJbHa KiJIbKiCTh aepoOHUX
Mmikpoopranizmie (TAMC)

0) 3arajibHa KUIBKICTb
JIPIXKDKOBHX T IUTICHABHX
rpu6iB (TYMC)

B) Esherichia coli:

a) menure 10 KOE/r
6) menme 10 KOE/r.

B) BiICYTHi B 1 T

a) He Gimpme 1000 KOE/r

6) ne 6inpme 100 KOE/T.

B) BiICYTHi B 1 T

Hexnapauis npo ceprudikaniio

“IlaM 3acBiguylo, 1O BHIUEBUKIageHa iHpopmauis cnpasxHs 1 TouHa. Ilg cepis mpomykry Oyna BHrOTOBIEHA, BKIFOYAIOYH
yIIaKOBKY/MapKyBaHHA Ta IIepeBipKy SKOCTI Ha BHINE 3rajaHoMy calTi (ax) y HoBHiH BigmomimHocTi 3 BuMoramu GMP Micreroro
PerysropHoi oprany i BianoBigHo 10 crenmdikariii, 1o MicTAThCA B peecTpauiifHOMy J0cke / TOpProBii mineHsii kpaiHu-iMmopTepa a6o
y nocke cremuikanii MPOmyKTy g JOCTIKYyBaHMX JIKapchKMX 3acobiB. JIokyMeHTH mHo o0poOui, ymakoBIi Ta aHamizy Oymau
MeperyIHYTi Ta BCTAaHOBJIEHO BinnoBinHicts GMP.”

Ipumirka: [IpoayKT BianoBigae Bue3a3HaueHii cnenupikanii

TecryBas:

JIoKyMeHT nepeBipeHuit:

Jlarta: 29.06.2021

Jlata: 29.06.2021

Tlepexnaz BinmoBinae opurinamy
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CEPTH®IKAT AKOCTI
Ctop. 132
IIpoaykT: OME3® KANCYJIH Mo 20 Mr Ne 30 (10x3) ¥ daicTepax Kpaina-eupobuuk: Injina
1 Kancy.1a MicTHTE: OMenpazoay 20 Mr
Cepia Ne: B2104053 Q6'em mapTii: 66257 YIAaKoBKH
AHAMITHIHEHE 38iT Ne: 2002FP21002253 Jarta sHnpodveanna: 22.11.2021
JaTa BHpoOHHNTEA: 10.2021 Tepwin npuaaTHocTi: 09.2024
Ne peecTpanifinoro noceiguenna: UA/0235/02/01 HificHe 70: HeoGMemeHO
Haxaz MO3 Vkpaiuu Ne 1212 gig 30.05.2019
Po3Mip Ta THII DAKYBAHHA: 10 kamcy.1 y 6aicTepi; 3 daicTepH ¥ Kopodi 3
MAPKYBAHHAM YKPATHCHKOK MOBOI0
HaifiMeHYBaHHA, AJpeca Ta HoMep .TileH?i BHpodHHEKA Ta J-p. Pexai’c JadopaTopic J1a,
KOHTPOTIO AKOCTI: BupoGuu4ya ginpHuna — I0, JdiTeHHEDD Ne 42, 45, 46, c.
Bauymami, okpyr DMeryan Maakaiiripi, mTarT
Temanraua, Bagynami Maunan, Tumin,
Neg3/RR/AP/OGT/R
No
TecT Pe3yasTaTi Crnenugixkania
3/m
1. | Ome Teepni kemaTIHOBL Mposopi | TRepai KenaTIHOBI Mpo30pi KalcyIIl posMipoM 2. 3
Kalcyml posMipom 2, 3| MapkyBaHHfM OMEZ. 3 0e30apBHIIM KOpIYycOM Ta
MapkyeaHHsM ~ OMEZ, 3 | po3KeRIIM KOBNAYKOM. BMicT Kancy1 — 6ili abo malbxe
Oe30apBRHIIM  Kopmycom  Ta | OiTi emleTI
POMKEBIIM KOBIIAYKOM. BMicT
Kalcyn — Oili emneTIL.
2. | IgeHTU iR
a) Metox Y- BiamoBidae BIIMOTaM a) Y-CcreKTpIl BIOIPpOOOBYBAHOTO TA CIAHNAPTHOTO
cnexTpodoToMeTpii PO3YIMHIB [OBIIHHI MATII MAKCIIMYMII IIpII OJHAKOBIil
IOBMKIMHI XBILTi.
©) MeToa piTiHHOI BiamoBidae BIIMOTaM 0) Uac VIpIMYBAHHA [HKY. #AKII  BiJIIORiJae
XpoMaTorpadii OMEIpAa30Ny., HAa XpOMATOIpAMi BIOIPOGOBYBAHOTO
POYIHY Ma€ BINNOBIOATII 4Yacy VIPIIMAHHA MKy
OMENpa3oly Ha  XpOMaTorpaMi  CTaHAApTHOrO
POSUITY.
3. | Jiametp 6.02 MM —6.17 MM 6.00 = 0.30 pM (5.70 MM — 6,30 MM)
4. | JTOBKIIHA 1750 MM — 17.71 MM 17.80 £ 0,50 MM (17,30 My — 18,30 MM)
5. | Cepennda mMaca 330.7 mr 333,0mMr £ 7,5 % (308.0 Mr — 357.9 MI)
6. | CepedHs Maca BMICTY KaICyIIl 267.2 Mr 270,0 Mr £ 10 % (Biz 243.0 Mr g0 297.0 MI)
7. | Boaa 1.0 % He 6inpme 3.0 %
8. | BTpata B Maci IIpil BucyIryeaHHi | 0.7 %% He 6inpme 3.0 %
{60°C, TicK He Bine 0,7 xkl1a
MpOTArOM 4 T01)
9. | OJHOPIZHICTE MAcIl BMICTY Bianosinae [Ip11 3BakyBaHHI 20 KAIICYN MPUITYCTIIMO He OiTble 2
KAICYI iHMBigyanbHIIX Mac 3 BIIXIICHHAM Bil cepelHboI
Macll Oinemie Hixk Ha 10% Ta JKOOHOI Kamcymn 3
BIIXICTEHHAM DiTbINe HiK Ha 20%
10. | OaHOpiTHICTE DO30BAHIX 1.6 AV< 150
OJIHIIIE
11. | PosdIHHICTE ¥ 0%, 1%,2%, He 6inpmie 10 % oMenpazoIy IIPOTATOM 2 TOAIH
0,1 M pozunsi HCL 0%,2%,0%
12. | Po3uliHHICTE ¥ OydepHOMY 95 %, 96 %, 94 % He MeHme 70 % (Q) HOMIHamBEHOI KiTBKOCTL
PO3UIHI 97 %, 95 %, 94 %% OMENPA30IY Mae pO3UIHIITICA IPpOTAroM 30 XB
pH 6.8 (B NepepaxyHKY Ha
C17HgN5045)
13, | JoMimmgir:
HaitGinemol iHMBiIyaTbHoL 0.03 %
cyMa JOMIIIOK 0.1 %
14. | KinepkicHe BI3HAYEHHEA 20.0 Mr/Kancyny
0MeIIPA20IY B KAyl (B 100.1 %%
TIpumitka: [IpoAVKT BiJNOBiJac BIIMe3asHaTeHill coenndikanii
TecTyBaE: JoKyMeHT nepeRipeHINi:
Jata: 23.11.2021 Hara: 23.11.2021

[Mepeknan BiIOOBIOAE OPIITiHATY
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CEPTH®IKAT AKOCTI
CTop. 232
IIpoaykT: OME3® KAICYJIH o 20 Mr Ne 30 (10x3) ¥ daicTepax Kpaiua-gupobuuxk: Injia
1 Kancy.1a MicTHTE: OMenpaszoay 20 Mr
Cepia Ne: B2104053 Q6'em mapTii: 66257 YIAKoBKH
AHATITHIHEH 38iT Ne: 2002FP21002253 Jarta gHnpodveanna: 22.11.2021
Jara BHpoOHHNTEA: 10.2021 Tepwin npuaaTHocTi: 09.2024
Ne peecTpaniiinoroe noceiguenns: UA/0235/02/01 HificHe 70: HeoGMemeHO
Haxaz MO3 Ykpaiuu Ne 1212 gig 30.05.2019
PosMip TA THII DAKYBAHHA: 10 kancy.1 ¥ 6aicTepi; 3 daicTepH ¥ Kopodi 3
MAPKYBAHHAM YKPATHCBKOK MOBOI0
HaiiMeHYBAHHA, AJpeca Ta HoMep JileH?i BHpodHHEKA Ta J-p. Pexai’c JadopaTtopic J1n,
KOHTPOTIO AKOCTI: BupoGuu4ya minbHHnA — I0, JiteHHEDD Ne 42, 45, 46, c.
Bauymami, okpyr DMeryan  Maakaiiripi, mTart
Temanraua, Bagynami Maunam, Tumin,
Ne63/RR/AP/OG/F/R
nepepaxyHRy Ha C7H gN3045) [poTAroM TepMiHy HpllaTHoCTi: Bim 18.0 Jo 22.0
MI‘Kame (Bix 90,0 % g0 1100 % BHOMIHATBHOL
KiIBKOCTI).
L5, | MikpobionoriyHa T1IcToTA
) 3aralkHA KilBEKICTE aepodHIIX
MikpoopragizMie (TAMC) a) memmme 10 KYO:T a) "e fineie 1000 KYOE/TT
0) 3araneHa KilbKicTh
ApiAkKOBIX Ta MIiCHABIIX 0) Menmte 10 KYQOiT. 0) Be Binpme 100 KYOIT,
rpudie (TYMC)
B) Esherichia coli: B) BiACYTHIE 1 T B) BiACYTHIE 1 T

Jderaapanis npo cepTadikanin

“IliM 3acBiddylo, IMO BIMeBIIKNTadeHa iHGOpPMamia cIpapxkHA 1 TouHa. I[g cepia nNpoAyKTy OylIa BITOTOBIEHA, BEMIOIAIOTII
VIAKOBKY/MApKYBAHHA Ta [epeBipky AKOCTI HA BINIe 3ragaHOMY cafiTi {aX) y moRHill BiamoBiapocTi 3 BuMoramili GMP Micmeroro
PeryIaTopHOl OpTraHy i BIANOBIIHO 10 cllelIIdiKAlliil, 010 MiCTATECA B peecTpallifiHOMY Jocke / TOProBifl mileHzii kpaiHi-iMoopTepa ado
vy dochbe clemIdikauii NpolyKIy AMA JOCILTKYBAHIIX IiKApCHKIX 3acofiB. JJoKyMeHTII Io oOpodlli. YHAKOBILI Ta aHAT3Y OyiIn
NeperTIgHyTi Ta BCTAHOBIEHO BIINIOBIAHICT GMP.”

TIpuviTka: [IpoAVKT BiINOBITac BIIMIe3asHaTeHIll coennpikanii
TecTyBaE: JoKyMeHT nepeRipeHINi:
HaTa: 23.11.2021 Jata: 23.11.2021 Wl lo Tt

&7

. LN ’

[Nepexnaj BiIOBINAE OplITIHATY



JEPXTIKCITYIKBA
AEP)KABHA CI1YIKBA 3 JIIKAPCHKHX 3ACOE[R TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUTBCBKIH OBJIACT]

npocriekt Banepia JloSanoschkoro, 51 » M. Knuis, 03110, rer/dpaxc: (044) 363-06-50
E-mail: dIs‘ko@d[s.gov.ua,httgs:I/W'w.dls.gov.ua, Koa €IPTIOV 37078774

BHCHOBOK
NPo AKICTL BBE3eHOro B Yxpainy aikapenkoro 3acoby

27.01.2022 Ne 76922/22/10

OME3®
{HaHMenyRanHa i KapCLKOroe 3acoby srigno 3 peceTpamitumm DOCBITIeHAgM)
Kancyau mo 20 mr no 10 Kaneya y GJicrepi; o 3 Oaricrepu y kopotui
(thopma Bumycxy, AI03YBAHHS. BUN, NAKYBAHHY TKAPCLEOro 3acoby)

HoMep peecrpaniiitoro nocrizvernns U A/ 0235/02/01 crpok mii peecTpanitinoro mocsinuenas 01.01.2099
Cepis nikapcsroro sacoGy Ne B2104053 Kinskicts BBesenoro mikapcrkoro 3acoby 80

BupoGHnk H-p Pexrni'c Jaboparopic Jtz, Bupotanua Zinenung - 11, Tunis

{HaliMeHyBaKHY BUPOGHUKA Aikeperkoro sacoby, KPaiHa MOXomKeHHs)

Beeseno B Vkpainy Torapuereo 3 o6mexenon BiaoBigaMLHiCTIO "Jp. Penni'c
JlaGoparopis”, izen. xon: 37560808

(RafiMeHYRaHBA Ta koA %a €IPTIOY opuAnIHOT 0co6K 260 npisEumE. iM's, 10 HatEROR] (risranol
ocobu - mianpuenng, 1i micue [IPOKMBEHHA Ta peecTpars Wi Hamep 08aikorol kapTrM MaTanka
nonatxie abo cepia ra HOMED nacnopTa)

Hpotokon sisyansuore kourpone pig 22.1 2.2021 » 4673/2.
Jlabopartopauti ananis axocri TiKapPCLKOTO 32006y 3aiticHe Hull:

TOB "Texgonas" (M.JIeBiB, Byn. Maumna Anocrtona, 2)
{HaRMenyBasHS Ta WiCLE3AaXO/LRe A naGoparopii, wo npokena saboparopmai auanis AKOCTI)

Bucrosok momo sxocti nikapenxoro Jacoby, Buranmii naboparepicio six 27.01.2022 Ne 01 19

PazynsraTn NaBopaTepHOTo ananisy skocTi TiKapesKkoro 3aco6y sa NePeBIpeHHMHE MOKAZHN KaMu BiANOBiAaOTE
BEMOTaM METOOIB KOHTPOMC AKoCT] (aBanituyHO-HOpMaTHRHO! AokyMenTauji).

3& pesynpraramu ACPXEBHOIO  KOHTPOMO BCTAHOBCHO, WO NiKAPCHKMM  3aci6 BBE3CHO B Vipaluy 3
AOTpH

OF 3AKOHONABCTRA OO 3a6€INETCHAN FKOCT] RIKAPCHKMX 3ac06iB,

S K P AT A
8 1A KOUTzy 4
e
S "%“9'% o
S - ' Brannehas IETPOCOR
e oy g I
t ;(H:i ' %HEHII :&@ 40 KOBTPOIO) it Ta npiseue)
1% .




CEPTUDIKAT SKOCTI

RPN Crop. 132

Mponyxr: OME3S® kancysw wo 20 mr Ne 30 (10x3) y Guiicrepax Kpaira-gipobumr: Tain

1 kaneyna micTurs: Omenpasony 20 mr

Cepis.Ne: B2201842 Ob'esr maprils 65537 ynaxosin

AuagiTignnii apir Ne: 2002FP22001163 Jara sanpobysanuns 27.06.2022

ara supobnmyrna; 05,2022 ’ Tepmin wpuparnocs; 04,2025

N peecrpauiiiiroro nockimrenys: UA/D235/02/01 Jliiicne 1o} meodremeno

Haxaz MO3 Yrpainu No 1212 wip. 30.05.2019 .

Posmip ra THI RaRyBaHms; 10 xaneyn y Guicrepi; 3 Gnictepu y gopodui 3
MAPKYBAHIAN YRPATHCLICGIHN MOBOTO

Haiiwenysamns, yipeca Ta nomep yinensil supobunga ta Hep. Peani’e JlaGoparopic T,

KOIFPONFO SOL00TiL Bupotumssa alusamor~ I, Jianuspi  Ne.42, 45, 46, c.
Bauymangi, oxpyr Megwan  Mwuoeaiiripi, arrar
Tenasrana, Bauynani Waupan, Tupin,

...... NeGI/RRIAP/OGIEIR
No ,
Teer Pesysnntaru Crermdicagin

a/1t )

l. | Onuc Tsepui sxenatunonl nposopi | Teepi xenaTunoRi MPo3opi kaficyis posMipom 2, 3
kaneynd  possipom. 2, 3| aprysanusy OMEZ, a Ges6dpruing kopriyeom Ta
mapkysamisn  OMEZ, 3| powesnm kosnadxom. Buicr karfeyn — 6ini afo maiixe
GesGappruM.  wopnycom  Ta | Gixi menery,
pomEBHM  KoBRAYKOM, Bsticr

. o Karcyi ~ 6ini enery,

2. | Inenmadicanin.

a) meron Yo- Bignosixae amoram a) Yd-crextpu BUNPoGOBYBAHPrO Ta CTAHIAPTHOrO

crerTpoqoTOMETpii POSYHHIB DOBHHHI"MATH MAKCHYYMI mpE - o Kouii
JOBHKUHI XBRUI, )

6) meton pivmmoi ‘Binmosinac sumorast B) Yac yrpmmysamms  wiky| ot wignonipee

xpomarorpadii OMNpAYONY, WA xpomaforpaski suipoGonysaoro
posummy Mae sigmopigatn. wapy YTPUMAAHS Ky
OMIPHIOEY  Ha XpoMatorjlami  cTaHmapTHOro

i i POIUHLLY.

3. | Mamerp 6.13 MM ~ 621 1w 6,00 = 0,30 nant (5,70 aant ~ 6,30 i)

4. | IDomxuua 17.33 vy~ 17,40 vt 117,80 0,50 am (17,30 nam — 18,30 M)

S, | Cepemsr maca 329.7 wir 333,0 Mr£ 7,5 % (308,0 mr — 357,9 mr)’

6. | Cepenria Maca BmicTy kaneynu | 267.7 mr 270,0 Mr = 10 % (Biz 243,0 mr g 297,0 mr)

7. 1 Boua 1.3 % He Ginrie 3,0 %

8. | Brpara s maci npu sucynrysasi | 0.7 % He Ginswe 3,0 %

(60°C, ek e srme 0,7 kITa
TpoTArom 4'rox) L )
9. | Onuopianicrs Macy BMicTy Bianosigae Hpw spaysanui 20 kareyn upafiyeTnMo e diibwe 2
KAITCYIE THIMBIAYATBHEX. MAC 3 BICMIRIAM BT cepe)nol
wac Ginsie nix ua 10% 1| woanol xancymu.
. BIRUWIICHHSM Bisbiie wise na. 20%
10. | Onwopiawiers nozopanvx AV< 15,0
OUMHHI / y
L1, | Pogamruicrs y / He 6immsue 10 % omenpasony mpdrarom 2 rojui
0,1 M posawusi HCL
12. | Posununicts .y 6ydepf He wmenme 70 % (Q) woimamsnoi xinbxocri
POSUBHL. OMENIPASONY -MAE POSTHIHIHON nijorarom 30 xs
pH 6,8 (v frefepaxyns
CpyHipN3038)
R . 7
na.n(iumm.c‘x B nyans ot _ f%{,.
CYMa HOMILLOK - A
14, | KinhkicHe BH3HAUCHAN 19.8 mr/ravcysty >rol21,0 e
OMCTIPazony B.xaneyi (» 98.9:% Th|101 KinskoeTi).
Hpunivxea: Mpoayxr pinosijgae sriesasHadeHin cneundixanii
Tectynan: Hoxyment neperipeumii; st [xocTi
BHIFK KOMAHLIK
JHara: 28.06.2022 Jara: 28,06.2022

Tlepexnan sinnosizae opurisary
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Reddy's’

CEPTU®IKAT SIKOCTI

CCrop. 2472

" Hpouymé ‘OMEE@ mucymnm 20w:1Ne 30 ilﬂx?:) y Gaicrepax

Kpatna-supobume: T
Lxancyramicriors: . Ovenpasony 20 mr

Cepisn Ney 82201842 Q06" ex oapTiiy 65537 yriaresn

AHQUTHEHI 381 Ne: 2002FP22001 163 Harta sunpobysanns; 27,06.2022

Hara vupobuvirea: 05.2022 Tepmin npupariocti:. 04,2025

Ne peecrpaniiinoro wocsipsennn: UA/0235/02/01 Miiicne xo: neoGumemneno

1 Haxasz MO3 Viepatms M 1212 six 30.08.2019

+ Posip Ta rin oy sans: 10 waxeysn y Gmicrepi; 3 Guicrepu y

MAPKYBAUKESIN YRPAICHKOI0 MOBOT

kopofui 3

Halvenysarinss, axpeca ra womep sigensii supobnmica ta
‘| KORTPONIO AKOCTIS

JLp. Peagi’e: Jlabopatopic Jita,
Buapotuwyua pinpmuns — W, Ao

ui N 42, 45, 46,

Bawyraurd,  oxpye  Memwan  Mugkaitripi,  orrar
Tc‘n*‘a’ttrmx'a,-, Badymnaai Vianan, Taumis,
Ne63/RIVAPIIGIEIR.

riepepaxyrky wa Ci7H N3 O58) Hporsronm. TepMigy npwiariod
Mr/kane (sig 90,0 % a0 11

xipxocTi).

iz wiy 18,0 no 22,01
0,0 % wnomuransrol

MixpoGionorivna wicrora

a) saransaa KiMbricTs aepoGny
mixpoopranizmiz (FAMC)

6) zarannia KibicTs
HPOKIGKOBHK T8, MHCHARHX -
rpubis (TYMC)

) Esherichia coli:

ay memiie 10 KVO/r a) me Ginpine 1000 KYOR/r

6y seenure 10 KYOR, 6y me Blipuze 100 KYO/r,

B) Bimeyriin I v

B) BigcyTHi p 11

LOianaris wpo ceprudikario
“Llam acBindylo, Mo BUNIEBHKIALEHA dopaanis ‘cipasxing i rowra, g cepin npozykry Gysa pir
YNAROBKY/MAPKYBAHES T4 nepesipky koGt Ha Bue IraNAROMY calini (ax). y HoBwiiT. BAnoBiIHOCT 3 BiM
Perynsroprof opragry I sizmosixgo no cnemrikanil, wo MicTaTsey B peetrpaniinom ¥ uocese / Toprosiif sinensi
¥ mocke. cnermdikandl. npogyrry HOCTHBRYBATMY. iKapobkux 3acobin, Jokymenrs o obpodui, yriax
NEPRrIANyTi Ta BETAROBNCHO BixORIHICTE GMP,”

TOBACHA, RIOMOAION i
ramu GMP Micuesoro
kpaiHu-iMmoprepa alo-
wid A aaniyy Gyam

K KOMarg#

AKOCT]

Ipssirica: Upoayir Biunoniﬂaevnr{mesaznaqgnii’x cneundixai :
Teerysas: Hoxymenr nepeslpénnit
Tata: 28.06,:2002 JiaTa: 28.06,2022

epexnan rianorinae opurinany




JEEPIIIKCIY KB A

JIEPIKABHA CIIYIKBA 3 MIKAPCHKUX 3AC OBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU'Y KHIBCHKTIA OBJIACTT
npocrierr Bayepia JloGanoncskoro, 51, ar, Kyiis, 03110, ren/daxe: (044) 363-06-50.
.E-mail:»cﬂs;ko@dIs.gov;ua,httf)‘s://www.dls.gov.u.a. Kon €JIPTIOY 37078774

BHCHOBOK 
PO SIRICTH BRSSO B Yxpainy jdikapcskoro 34

31082003

coby

N 32137733/10

(adivrerrynanns sixapeskoro 1acoly 3riano 3 pecerpauiitamm nocBixuenus)

Kancyma ne 20 mr no 10 kancyn ¥ Guicrepis mo 3 duticrepn y.

copobui

(bopua panyewy, gosysamu, sy TIAKYBRUHA JKADCHKOTO 32C06Y)
Howmep peecrpaiitnoro moesigaeriiin UA/0235/02/01 CIPOK i peecrpaniitnoro noenig
Cepin nikapekkoro saco6y No B2201842. Kirpxicrs prescroro mikapeskoro sac

BeipoGiiiik Aep Peani'c Jlaboparopic Jizy, BrpoGHuTa ity

erns 01.01,2000
Gy 65520

- I0 Tamisr

(fraitvenytians ppoGrmgn TKAPCHKOTO 5acaBY, Kpatta|noxomkens)

Beeseno s Vigaiiy
- Haﬁopa'mpiz",.iz(exm,Kozx: 37560808

Towapuerso s obmexernors Bigosinansuicro "y p. Pennic

(rafivenysarua ta xox 3a CHPTIOY ropunmarnos ocobn a6o mpissfute, iM'a, 1o Garbkosi
dizmynot ocobu - miApresIy; i Micne TPOXMBABHA T4 peecrpanifinmiy Homep olikorol

KAPTRY WIATHHKA IONATKIB 260 cepia Ta nomep ra
Ipoioicos BISYAREROTG kouTposiio wix 28.07.2022 N 1845/9,
JaBoparopusit auandis sicoor JKAPCHKOTO 38CO6Y sxicueuii:

_TOB "Texmonas" (v JTesie, By, M Anocromna, 2y

TIOpTH),

(uarmMenysaus ta MICHRBHAX OIDKOITHS nmaGoparopii, mo npoBena. abopatopHui anamil AKQCTI)

BucHoBOR W00 aKoer THRAPEHKOrO 32866y, BEaRmit abopatopico sig 31.08.2022 Ne 0736

Pesynnraru saboparopuoro AHANTIZY HKOCTT NiKkaperKoro sacoly za nepeaiperumu. moxas s
BUMOTAM METOIIB. KOWIPOILO scocTi (aHam’d"ﬂL.mo—uopzvra‘rm;}io’i-jioxymm-ximuii’).

Ba pesyneraramy JICPHABHOTO KOWTHoNto BCTAKOBICHO, .

HOTPUMAHHAM sumor SAKOHONABCTBA WOK0 SAGEsIEUCHHA HKOCT] HIKAPCHKHK 3ac006i,

i BioBinarTs

o Jikaposkuit 3aci sefseno B Vipaiiy 3

ifiudaunt e apispime)




- IEPJIKCITY KBA |
AEPIKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBKIN OBJIACTT

npocrekT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/hakc: {044) 363-06-50
E-mail: dls.ko@dls.gov.ua https:/fwww.dls.gov.ua, Kog €JIPITOY 37078774

BHCHOBOK
PO SIKICTH BEE3EHOT0 B YKPpaiHy JiKapebKoro 3a¢ody
16.69.2022 Ne 33159/22/10
OME3®

{saiiMeryBans NKAPCRKOrG .sdcoﬁy ITIAHO 3 peecTpariiinmy nocmmcm{sxm)
Kancy 1o 20 mr no 10 kancya y Saictepi; no 3 Gaicrepn y xopobni

{dhopma puTyCRy, AOIYBAHEA, BH/L TAKYBAHAA JIKAPCHKOTO 32C00Y)
Homep peccrpaniitvioro nocsimuenns UA/0235/02/01 erpox aii peecrpauiitaoro mocsinenux 01.01.2099
Cepin nikapeskore 3aceby Ne B2202274 Kinbxicrs BBesenoro mikapeskoro sacoby 32960

BupoSHuk _Mp Penni'c Haﬁ@ga’ropic JAra, Bupobunya aigeammng - 1, Taais

(maitmenysaiing nupoGHuKa TKapeskoro 3acoby, ¥paina TIOXG/EKEHBA Y

Breaeno s Ypainy Tosapnerso 3 obmexenor siznosiannuictio. " Ip. Pexni'c
JIaGoparopit", inear. xom: 37560808

{nafivenysanns ta kol 3a CAPIIOVY wpmmimunaoi oco6i abo nplsmd ure, im'a, o SaTHKOBI
dhizmasol ocobu - mianpHesi, 17 Mithe RPOKERANHT Ta peecTpaniiinei HoMep o8aikonoi
KAPTRH IUIATHIKA HOAATKIB 200 cepif Ta Homep micmopTa)

TIpoToKON sisyaninoro Koutpoio sin 23.08.2022 Ne 2057/3.
JlaGoparopmii analiis sxocTi Mkapckkoro 3acoby 3AilicHennil:

TOB "Texnona6" (m.JIbsie, Byn. Jlanwia Anocrona, 2)

{(malivenypanns Ta Micueanaxomkenss paGoparopil, wo np{}nena naéepdTopHHﬁ auais axecrl)

BrcroBoKk mozo AKkocTi nikaposkoTo 3acoby; sunanuit Taboparopiero sin 16.09.2022 Ne 0800

Pesynvrati naopareproro awanisy skecti mikapeskoro 2acoby sa OepeRipeHIMU NOKAZRE @,M&@\B Asgizaors
BHMOTam METOAIB KOHTPOMKD SKOCTI (AHANITHYHO-HOPMATHRHOT 0Ky MEHTAIY), / 3 @Gm“ Ta 4’2,
/o

3a pesynETAaTAMM  ZCPKABHOrC KOHIDONES BCTAHOBIGHO, LI0  mikapceKsii { e
JOTPUMAaHHAM BHMOY 33aKOHOAABCTEA 620 3a6e3ee s FKOCTI TMixapcL KM

oo

A7 %@;@ th smm
B ﬁ saih i "’%
B o HAYATEHHKY Cf /ﬁ’%r’“

Ia I‘IA}EAMA?:'_

( i e RpTHALE)




CEPTHOIKAT SKOCTI

A

Crop. 132

ﬁpoaym: OME3® wancyan no 20 mr Ne 30 (10x3} y Gnicrepax
I rancysa sicrars: Omenpazoay 20 mr

Kpa‘l‘na-supoﬁilmc: Inain

Cepin Ne: B2202274

O6'em nmaprii: 65617 ynaxosrs

AwuayiTwami 3piv Moz 2002FP22001444

Aara sunpolysanna: 23.07.2022

't Aara pupobuuursa: §5.2022

Tepmin npaaatnoecri: §4.2025

Me pecerpaniiinors nocpipuennn: UA 235/02/01

Jiiicne ao: geodMexeno

Haxaz MO3 Vipaiuu Ne 1212 sig 30.05.2019

Pogstip T2 THN HAKYBAHA:

18 xancyn y Gaicrepi; 3 Gaierepn y kopofini 3
MAPKYBATHAM YK PaiHCH KOG MOBOID

Hadimenysamnsa, agpeca 14 Homep ninensil supoGumea 1a

H-p. Peaai’c Jlaboparopic Ara,

{ ReuTpome sxecti

Bupobamaa pineanus — IL, Jinenuni Ne 42, 45, 46, c.

Bawynasi, oxpyr Mensan Masxaiivipi, rar
Tenanraua, Bauynani Masaan, Tugia,
Ja63/RR/AP/IG/FIR
No
Teer Peaynprarn Crienndinanis
3/n .

1. | Onuc Taepri mepatusosi nposopi | Tepni ménarsmosi nposopi kancyaH poaMipom 2, 3
raRcy posMipom 2, 3| mapkyeanmsm OMEZ, 3 GesGapsusm KopTiycom Ta
sapeygagm.  OMEZ, 3| pomesam xoenaukom, Buicr xancys — 6ini abo maiixe
GesOappuuM  kopuycoMm  Ta | 61 nemerw,

POXEBHM KOBmaukeM. Buicer
] Kancyn — b nepern.
2. |igentedivanin
a}merTon ¥ @- Bianorizac sumoram a) ¥@-cnexipn sunpoGOBYBANOrO T8 CTANIAPTHOTO
caexpodioromerpil POsuEEIB NOBHHEL MATH MAKCHMYME 1PM OGAHAKOBIA
_ JOBRHHI XBHNE.
6} MeTON piaRHIO] Binnosinie rumeran 6) Uac yTpamysamms micy, aeult  pignoninac
xpoMarorpapi OMelpasoly, He Xpomatorpami mmnpoBosysazoro
POBMHEY Ma¢ BIRNOBIAATH WACY YIpHMaWmR mixy
OMETIpAzONy  BAa  XpoMardrpasi  CTRMAADTHOTO
. e POIUHHY.

3. 1 Hiamerp 6.05 va1 — 6.16 M 6,00 £ 0,30 mm 5,70 s — 630 v}

4. § Hopmuna 17,42 nana ~ 17.64 sam 17,80 40,5080 (17,30 moa — 18,30 1)

5. | Cepenny maca 330.4 mr ' 3330 Mr£7,5 % (308.0 mr— 357,9 mr)

6. | Cepenns maca BMicTy Kancynu 271.6 mr 2708 mr = 10 % (win 243.0 mr 1o 297,0 M)

7. | Bona 13 % He 6izpme 3.0 %

3. | Brpara 8 maci npu sucymysans | 0.9 % He 6imsze 3,0 %%

{60°C, tmex e munie 9,7 xlia
| pomirom 4 ron) .
9. | Grosopinmicrs macy Buicty Binnopizac 1Tpw 3swryparmi 20 kancys OpUEYCTHMO tie Binbiie 2
Kaneyn IHAMBIAYRIBHIX MaC 3 BiAXWIEHEEM BIE CepeiHEOl
macw Gimsmre mix wa 10% Ta xoawol kamcymm 3
) . i i pigxmnenanm Ginpiire Hi sa 20%
10.; Ganopinnicts q030BamHX “ M\\ AV<150
OHMILE e
H. | PozammicTs y %o, (M He 6isise 10 % omenpasony nipotsrom 2 rogss
0,1 M posunui HCL :
12} Pogsmmnicts y Gydepuofh He senme 70 % (Q) womimamsmol xinsxocti
PO3qIH] iy OMCHPasOny Mae PO3UUHETHCI NPoTarom 30 xs
pH 6,8 (8 nepepaxynxy o
Ci7HigN;058)
13, | Howmimmxe: ; ,;
waliGinpmof inpusiTyansyol B 5 He Oinpme, / 4
CyMa IoMizeK He punsaenno we G AT j?é
14. | Kinsxicue BE3HaYCHHR 20.3 Mr/xancyry Ha 0 21,0 Mr
OMETIPA30NY B Kancyni {B 101.3 % (i 35’ 16HOE RINEKOCTI),
ga «AP. PEAAIC 2058
I pumiTea: Gpoxyir aianopinae BRwesasBaveniil cienudiatii 5 P2 Adbiar :
Teerypan: JoKymenT Hepesipennii: » 1 AKOCT
, AU SrfucTenT senemxepa
Hata: 25.07 2022 Jlara: 25.07.2022 T Y

Tiepexman Bixnosijae opurinany
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JEPXJIKCIIY)XBA
NEP)KABHA CJYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

rpocniexT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
NPO AKICTh BBE3CHOI0 B YKPAiHY JIKAPCHKOI0 32c00y
16.09.2022 Ne 35220/22/10
OME3®

(HaiiMeHyBaHHS JIKapChKOIro 3aco0y 3TiIHO 3 PEECTPALiiHUM TTOCBITUCHHSIM)
KancyJsau o 20 mr no 10 xkancya y 6aicrepi; no 3 6Jicrepu y Kopooui

(¢dopma BUITyCKY, JO3yBaHH:A, BUJ aKyBaHHA JIIKapCEKOTO 3ac00y)
Howmep peecrpauiitnoro nocsiguenns UA/0235/02/01 crpox xii peecrpanitinoro nocsiguenns 01.01.2099
Cepis sikapebkoro 3aco6y Ne B2202372 KinbKicTb BBE3€HOTO JiKapchkoro 3acody 80

Bupo6uuk JI-p Penyi'c JlaGopatopic JItn, Bupobuuya ginsnuis - 11, Inmis

(naiiMeHyBaHHs BUPOOHHMKA JIiKapChKOTo 3aco0y, KpaiHa MOXOPKEHHS)

BBeseno B Yipainy ToBapucrso 3 o0mexenor0 BignosiganbuicTio " Ip. Penai' ¢
JlabopaTopi3", inent. kox: 37560808

(naiimenypauss Ta ko 3a €JIPTIOV ropumiusoi ocobu abo npi3BuILe, iM's, 10 6aTHKOBI
¢$i3uuHOT 0cOo0H - HixImpHeML, ii MicIie IPOXKMBAHHS Ta peecTpaliiHuii HoMep 06J1iKOBOT
KapTKH IUIATHHKA HOJATKiB abo cepis Ta HOMep Iacnopra)

Tporokosn Bizyaasnoro kontpouo six 05.09.2022 Ne 2207/3.
JlaGopartopHuii aHai3 SKOCTI JTIKApCHKOro 3aco0y 3MiHCHEH I

TOB "Texnona6" (m.JIpBiB, Byn. Jlanuna Anocrona, 2)

(HaliMeHyBaHHS Ta MiCIIe3HAXOKEHH: 1abopaTopil, Mo npoBesna 1ab0opaTOPHUH aHAJI3 SIKOCTI)
BHCHOBOK INOJ0 SKOCTi JIIKapchKoTo 3acoby, Buganuit madoparopiero six 16.09.2022 Ne 0801

Pe3yJbTaTy 7a60paTopHOTO aHAMi3y SKOCTI JIKapChKOro 3aco0y 3a NepeBipeHIMH N0Ka3HuKaMK BiIMOBIIAIOTH
BUMOTaM METOJ(iB KOHTPOITIO AKOCTi (aHATITHIHO-HOPMATHBHOI TIOKYMEHTALIT).

3a pesympTataMu JEPXKABHOTO KOHTPOJIO BCTAHOBIEHO, INO JIKAapchbkWd 3acid BBe3eHO B VYKpaiHy 3

JOTPHUMAHHAM BuMOr 3aKOHOAABCTBA MO0 3a0€3IIEYEHH SIKOCTI JIKapPCHKUX 3aC00iB.
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CEPTUDIKAT AKOCTI
Crop. 132
Ipoayxr: OME3® kancyiu no 20 mr Ne 30 (10x3) y Gaicrepax Kpaina-supoonux: Inain
1 xancyna micturs: Omenpasouay 20 mr
Cepin Ne: B2202372 O6'em nmaprii: 65357 ynakoBku
AnajiTnunmii 3sit Ne: 2002FP22001622 Jlara sunpodysanns: 13.08.2022
Jlara pupoouunrsa: 05.2022 Tepmin npugarnocti: 04.2025
Ne peectpaniiinoro nocsinuenns: UA/0235/02/01 JificHe 70: HeoOMeKeHO
Hakas MO3 Yxkpainu Ne 1212 sig 30.05.2019
Po3mip Ta THII HAKYBAHHA: 10 xancya y 6Jicrepi; 3 6aicrepu y Kopooui 3
MapKYBaHHSAM YKPAIHCHKOI0 MOBOIO
HajimenyBaunns, agpeca Ta HoMep JiineH3il BUpoOHuKa Ta H-p. Peaai’c Jlaboparopic JIta,
KOHTPOJIIO SIKOCTi: Bupo6nuua ainsuunsa — II, Qinsauni Ne 42, 45, 46, c.
Bbauynaai, oxpyr Meguan  Maakaiiripi, mrar
Tenanraua, bauynani Mangan, Iupis,
Ne63/RR/AP/96/F/R
Ne
Tect PesyabTarn Crnenudikanist
3/1
1. [Omnuc Teepni >xenatmHoBiI 1po3opi | TBepai xenaTHHOBI NPO30pi Karcyau po3Mmipom 2, 3
Kancynd — po3MipoM 2, 3| MapkyBaHHAM OMEZ, 3 6Ge30apBHUM KOpIYCOM Ta
MapkyBanaaM ~ OMEZ, 3| poxeBuM koBnadkoMm. Bmict xancyn — 6iii abo Maibke
6e36apBHUM  KOpIycoM  Ta | Giii meneTu.
POXXEBUM KOBIAYKOM. Bwmict
Karcys — Oijii neneTu.
2. | Inenrndikanis
a) merog Y- Biarnosinae Bumoram a) YO-criektpu BUIIPOOOBYBAaHOTO Ta CTaHAAPTHOrO
cnexrpodoromerpii PO3UMHIB TIOBHHHI MAaTH MaKCHMyMH IIPU OIHAKOBIiH
JIOBXKHMHI XBHIII.
6) MeTOX piguHHOL Binnosinae BUMOTaM 6) UYac yrpuMyBaHHS MKy, SKHH BiJIOBiZae
xpomarorpadii OMemnpasoily, Ha XpoMarorpami BHIPOOOBYBAaHOTO
pPO3YMHY Ma€ BIINOBITATH 4Yacy YTPUMAaHHSA iKY
oMemnpasojly Ha  XpoMmaTrorpami  CTaHIapTHOrO
PO3UHHY.
3. | Hiamerp 6.01 MM~ 6.17 MM 6,00 + 0,30 MM (5,70 MM — 6,30 Mm)
4. | Homxumua 17.42 MM — 17.65 MM 17,80 + 0,50 mm (17,30 MM — 18,30 Mm)
5. | Cepenust maca 332.4 mr 333,0 mr = 7,5 % (308,0 mr — 357,9 mr)
6. | Cepennst maca Bmicty kancysu [ 271.4 mr 270,0 mr £ 10 % (Big 243,0 mr no 297,0 mr)
7. | Bopa 1.2 % He 6insine 3,0 %
8. | Brpata B Maci npu Bucymrysarsi | 0.9 % He 6inpmme 3,0 %
(60°C, tuck ue puiie 0,7 xlla
poTIaroM 4 rom)
9. | OnuopianicTs Macu BMiCTY Bignosinae ITpu 3BaxxyBanHi 20 Karncyn NpUIyCTHMO He Oliblire 2
Kancy IHAMBITyaqbHUX Mac 3 BIIXMJICHHSM Bil cepeaHbol
Macn Oinbire Hixk Ha 10% Tta xojaHoi xamcymu 3
BigxwieHHAM Oinble Hixk Ha 20%
10. | OnHopinHicTh ZO30BaHUX 3.0 AV<15,0
OJIMHHIIb
11.| Po3uunnicts y 1%, 1%,1%, He Ginbire 10 % omenpa3oiny NpoTsroM 2 rouH
0,1 M po3zunni HCL 1%,2%, 1%
12.| Po3unnHicTS y OydepHOMY 95 %, 95 %, 94 % He wmemme 70 % (Q) HOMiIHaNBHOI KUIBKOCTI
po34nHI 94 %, 96 %, 93 % OMETIPa30JIy Mae PO3UHHUTHCS MPOoTiIroM 30 XB
pH 6,8 (B nepepaxyHky Ha
Cy7H;oN;0;8)
-
13. | Jomiraku:
HaWOLIBIOT 1HMBIYAILHOT 0.03 % He Oinblue ffabioy
CyMa JIOMIIIOK 0.1 % He Gl JSPENa + £
14.| KinpkicHe BU3HAUEHHS 20.0 Mr/kancymny Hag ; 0T
OMETpa3oily B Karcyi (B 100.1 % (nk SR
0oy
Hpumitka: [Iponykr Biamoriznac Bumie3azHaueHil cerpdikaiii
Tecrysan: JoxymeHT niepeBipeHmii:
Hara: 16.08.2022 Jara: 16.08.2022

Iepexnaz BiamoBiiae opuTiHATY
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CEPTH®RIKAT AKOCTI

Crop.232

Ipoayxr: OME3® kancyiu no 20 mr Ne 30 (10x3) y Gaicrepax
1 xancyna micturs: Omenpasouay 20 mr

Kpaina-supoonux: Inain

Cepin Ne: B2202372

O6'em nmaprii: 65357 ynakoBku

AnajgiTounnii 3git Ne: 2002FP22001622

Jlara sunpodysanns: 13.08.2022

Jlara pupoouunrsa: 05.2022

Tepmin npugarnocti: 04.2025

Ne peectpaniiinoro nocsinuennsi: UA/0235/02/01

Jiiicue 10: HeoGMeKeHO

Hakas MO3 Yxkpainu Ne 1212 sig 30.05.2019

Po3mip Ta THI HAKyBaHHA:

10 xancya y 6Jicrepi; 3 6aicrepu y Kopooui 3
MapKYBaHHSAM YKPAIHCHKOI0 MOBOIO

KOHTPOJIIO SIKOCTi:

HaiimMeHyBanHs, ajipeca Ta HoMep JineH3il BUpoOHuKa T2

H-p. Peaai’c Jlaboparopic JIta,

Bupo6nuua ainsuunsa — II, Qinsauni Ne 42, 45, 46, c.
Bbauynaai, oxpyr Meguan  Maakaiiripi, mrar
Tenanraua, bauynani Mangan, Iupis,
Ne63/RR/AP/96/F/R

nepepaxynky Ha Ci7H;9N;03S5)

Iporsarom Ttepminy npuparsocri: Bix 18,0 no 22,0
mr/karic (Bix 90,0 % mo 110,0 % HomuHaNBHOT
KUIBKOCTI).

15. | Mixpo6ionoriysa 4ucToTa

a) 3arajgbHa KUIBKICTE aepOOHIX
mikpoopranizmis (TAMC)

0) 3arajbHa KiJIbKICTb
JIPIKIKOBUX Ta IUTICHABUX
rpubis (TYMC)

B) Esherichia coli:

a) mexme 10 KYO/r
6) menmre 10 KYO/r.

B) BigcyTHi B 1 T

a) ve Oinpure 1000 KYO/r

6) e Oimbme 100 KYO/T.

B) BUICYTHIB 1 T

Hexnapanis npo ceprudikaniio

“IluM 3acBindylo, 10 BHIIEBHKIAJeHa iHpopMalis crpaBxkHs i ToyHa. Ilg cepis npoxykTy Oyna BHrOTOBIIEHA, BKIIIOYAOYH
YIIaKOBKY/MapKyBaHHS Ta IePEeBIpKy SKOCTI Ha BHIIE 3raJaHoMy caiiTi (ax) y mnoBHill Bianosiguocti 3 Bumoramu GMP wmicuesoro
PerynsropHoi opraty i BiAnoBifHO 10 crieuuikaiii, o MiCTATbCSA B peecTpallifHOMY J10Ch€e / TOProBill JileH3il kpaiHu-immnoprepa abo
y nmocke coewudikamii mpomykry IS HOCHIIKYBaHHX JIKApCBKHX 3aco0iB. J[okymeHTH 1o 00poOui, ymakoBmi Ta aHamizy Oynu
HeperIsHYTI Ta BCTAHOBIGHO BianosigHictk GMP.”

Hpumitka: [Iponykr Biamoriznac Bumie3azHaueHil cerpdikaiii

Tecrysab:

JoxymeHT nepesipeHuil:

Hara: 16.08.2022

Jara: 16.08.2022

Iepexnaz BiamoBiiae opuTiHATY




AEPXUIIKCITYKBA
AEPXKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCLKIH OBJIACTI

npocnekT Banepis JloGanoscekoro, 51, M. Kuie, 03110, Ten/takc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €/IPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3€HOI0 B YKpaiHy JiKapchbKoro 3acody
09.12.2022 Ne 49988/22/10
OME3®

{HallMeHYBaHHA NiKapcrKoro 3acoly 3rifHo 3 peccTpaniiiANM NOCBIICHAAM)
Kancyan no 20 mr no 10 kancya y 6aicrepi; mo 3 duicrepn y kopoomi

(topMa BAITYCKY, TO3VEAHHSA, RH NAKYBAHAA MKaPCLKOTO 3aco0y)

Homep peectpaniiisoro mocsimzenns UA/0235/02/01 crpox xii peccrpaniiinoro mocsiyaerna 01.01.2099
Cepia mikapcekoro 3acody Ne B2202851 KinskicTs BBe3eHOTO IiKapchkoro 3acoby 34750

Brpo6Hux JI-p Pequni'c Jlaboparopic JItn, Bupobunaa qumenumns - 11, Inais

(HaliMeHyEaHHA BHPOOHNKA MKAPCEKOTO 3acoby, Kpaida TOXO KEHHAA)

Beezeno B Yipainy TosapucTBO 3 00Mexkeno0I0 BitnoBinannpaicTio " Ap. Peaai'¢
JlabopaTtopis", inent. xox: 37560808

{HaliMeRyBaHHA Ta Xof 3a €APIICY opuaEInoi ocodn abo nmpizpyme, iM'a, mo HaTEKoRi
tiziraAoi ocobH - nimmpHeMId, 1l Micle MPOXHBAHHA Ta peecTpaniitamii HoMep obnikoroi
KAPTKH IIATHAKA NOJATKIB abo cepid Ta HoMep Macnopra)

IpoToxon Bizyaasnoro kearpomo gig 23.11.2022 Ns 3082/2,
JIaGopaTopHAL aHANI3 IKOCTI MKAPCRKOTO 3aco0y 3AiliCHCHHII:

TOB "Texuonad" (m.JIsBiB, By Jlanwma Anocrona, 2}

(HaliMeHYEaHHSA Ta MicHe3HaXoIKeHHA 1aG0paTopil, o Npokeia nabopaTopHHAH AHATI? AKOCTI)
BrcHOBOK Moo SKoCTi NiKapchkoro 3acoby, Brjjanni nabopartopicto Big (08.12.2022 Ne 1100

PesynsTaTH 1aGopaTOPHOTD aHATIZY SKOCTI HIKapchKoro 3aco0y 3a IepeBipeHHMA MOKASHHKAMH BiiOBIAAI0TH
BHMOTAM METOiB KOHTPOIIO SKOCTI (aHATITAIAHO-HOPMATABHOI JIOKYMCHTATIII).

3a pe3yNRTATaMH JepABHOTO KOHTPONIO BCTRHOBICHO, IO JIKapckkuil 3acil BReleHO B VYEpaiHy 3

AOTPHMAHHAM BAMOT 3aK0OHOAABCTBA IT0/I0 3a0c3IeueHEA AKOCT] MKApChKHX 3ac06iB.




AEPXIIIKCITYKBA
JAEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCLKIH OBJIACTI

npocnekT Banepia JloGanoscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kon €/IPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody
09.12.2022 Ne 50490/22/1011
OMLE3®

{HallMeHYBAaHHA NiKapcrKoro 3acoly 3rifHo 3 peccTpaniiiANM NOCRIICHAAM)
Kancyan no 20 mr no 10 kancya y duicrepi; mo 3 daicTepnr y kopodmi

(topMa BAITYCKY, T03VEAHHA, RH]] HAKYBAHAA JTiKApCLKOTO 33c00Y)

Homep peectpaniiisoro noceimzenns UA/0235/02/01 crpox ii peccrpaniiinoro mocsiyaerna ¢1.01.2099
Cepia mixapcekoro 3acoSy Ne B2202851 KinnkicTk BRe3eHOTO Nikapchkoro sacoby 30720

Brpo6Hux JI-p Pequni'c Jlaboparopic JIthn, Bupobmyia aumsnang - 11, Iagisa

(HaliMeHyEaHAA BHPOOHNKA MKAPCEKOTO 3aco0y, Kpaida TOXO KEHHAA)

Brezeno B Yipainy TosapucTBO 3 00MexkeH0I0 BitnoBinannuicTio " J{p. Peaai'¢
JlabopaTtopis", inent. xox: 37560808

{HaliMeRyBaHHA Ta Xof 3a CAPTICY opuaEInoi ocobu abo OpizrHme, iM'A, Mo HaTEKOBL
tizrAoi ocobH - DimmpHeMId, 1l Miche MPOXHUBAHHA Ta peecTpaniiiamii HoMep obnikoroi
KAPTKH ITATHAKA IONATKIE abo cepid Ta HOMep NAcTIopTa)

ITpoToxon BizyaasHoro kearpomo gig 29.11.2022 N 3112/1.

3a pe3yNRTaTAMH ACpPXABHOTO KOHTPONIO BCTRHOBICHO, IO JIKAPCBKAH 3acil BBeseHo B Ykpaimy 3

AOTPHMAHHAM BAMOT 3aKOHOAABCTBA I0/I0 3a0c3IeUeHEA AKOCT] MKapChKHX 3aco6iB.




AEPXIIIKCITYKBA
JAEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCLKIH OBJIACTI

npocnekT Banepis JloGanoscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody
09.12.2022 Ne 51817/22/1011
OMLE3®

{HallMeHYBAaHHA NiKapcrKoro 3acoly 3rifHo 3 peccTpaniiiANM NOCRIICHAAM)
Kancyan no 20 mr no 10 kancya y duicrepi; mo 3 daicTepnr y kopodmi

(topMa BAITYCKY, T03VEAHHA, RH]] AKYBAHAA JTiKapCLKOTO 33c00Y)

Homep peectpaniiisoro moceimzenns UA/0235/02/01 crpox xii peccrpaniiinoro mocsiyaerna 01.01.2099
Cepia mikapcekoro 3acoby Ne B2202851 KinnKicTk BRe3eHOTO NiKapchkoro 3acoby 80

Brpo6Hux JI-p Pequni'c Jlaboparopic JItn, Bupobmyia aumsnans - 11, Imgis

(HaliMeHyEaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, Kpaida TOXO KEHANA)

Brezeno B Yipainy TosapucTBO 3 00MexeH0I0 BixmoBinannaicTio " /p. Penai’c
JlabopaTtopis", inent. xox: 37560808

{HaliMeRyBaHHA Ta Xof 3a CAPTICY opuaEInoi ocobu abo OpizrHme, iM'A, Mo HaTEKOBL
tizrAoi ocobH - DimmpHeMId, 1l Miche MPOXHUBAHHA Ta peecTpaniiiamii HoMep obnikoroi
KAPTKHY ITATHAKA IONATKIE abo cepid Ta HoMep NacHopIa)

ITpoToxon Bizyansnore kearpomo gig 02.12.2022 N 3207/9,

3a pe3yNRTaTAMH ACpPXABHOTO KOHTPONIO BCTRHOBICHO, IO JIKAPCBKAH 3acid BBeseHo B Ykpaimy 3

AOTPHMAHHAM EBAMOT 3aKOHOAABCTBA I0/I0 3a0c3IeUeHEA AKOCT] MKapchKHX 3ac06iB.
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CEPTH®IKAT AKOCTI
Crop.1132
poaykr: OME3® KANcyIH 0o 20 Mr Ne 30 (10x3) y 6micTepax Kpaina rapoGank: Ingin
1 kamcyaa MicTETR: OMenpazoxy 20 Mr
Cepia Ne: B2202851 06'eM mapTii: 65567 YDaKOEKE
ABaniTRaEmi 3BiT No: 2002FP22001855 JlaTa eEnpobyragas: 16.09.2022
JlaTa REpoGERNTEA: 06.2022 Tepmin npEAaTHOCTI: 05.2025
Ne peecTpaniiinorce nocrigdeang: UA/0235/02/01 Jilicae q10: HeobMeRxeHO
Haxa: MO3 Vkpainam Ne 1212 rix 30.05.2019
PoamMip Ta THO DAKYRAHHY: 10 kamcya y Gaicrepi; 3 6micrepn y kopobni 3
MAPKYBAHASM YKPaiHCEKOI0 MOBOID
HaliMeBYEaHHA, apeca Ta HOMeD JHinen3ii BApo6EAKA Ta J-p. Peani*c JIabopatopic JITa,
KOHTPOJII0 SKOCTi: Bupobapia pinkEmng — IT, MinseAn Ne 42, 45, 46, c.
Bagynmami, oxpyr Mexaan Mankaiiripi, mTaT
Telanrana, Bauynmam Manngai, Inxis,
MNe63/RR/AP/O6/F/R
Ne
Tect Pe3yaALTaTH Coenndgixanin
3/
1. | Cmmc Teepai xelaTHHORI npozopi | TBepAi MeTaTHHOBL Opo3opi KaNCyIH po3MipoM 2, 3
Kancym  poaMipoM 2, 3 | MapkyrarEaM OMEZ, 3 Oe3bapBHHM KopmycoM Ta
MapkyragHaM OMEZ, 3 | poxeBHM KOBIOZIKOM. BmicT kancyn — 6imi abo Maibxe
OeabapeHuM  xopmycoMm  Ta | Gimi menmerH.
POXEBHM KOBOATKOM. BMicT
xancyn — 6ini nenerH.
2. | Ineuwrndikaria
a)} MeTog Y- Binmorinae BHMOTaM a) Yd-criexkTpH RENPOOCEYRAHOIG Ta CTAHTAPTHOIG
cHekTpobdoToMeTpil PO3THHIR MOBHHHI MATH MAKCHMYMH OpH ONHAKOBii
JIORAHH] XRHII.
6) MeTon piTUHAOL Binmorinae BHMOTaM 06) Uac yrpEMYBaEHA [iky, 4#Akuii EBifgmoBifmae
xpomaTtorpadii OMeNpazoly, Ha XpoMaTorpaMi ERHIpPOOORYRAHOTO
pO3IHHY MAa€ RiTNOBITATH dacy YIpHMAHHA MKY
OMEmpazody Ha  XpoMATOTpaMi  CTaHAapTHOTO
PO3THHY.
3. | HiameTp 6.05 MM — 6.16 MM 6,00 + 0,30 MM (5,70 MM — 6,30 MM)
4. | Moexuna 17.41 MM — 17.75 MM 17,80 + 0,50 aM (17,30 MM — 18,30 Mn1)
5. | Cepenns Maca 3284 Mr 333,0 Mmr £+ 7.5 % {308,0 Mr — 357,9 MT}
6. | Cepenna maca RMicTy KanicylmH | 267.9 mT 270,0 mMT £ 10 % (Big 243,0 MT 10 297,0 MT)
7. |Boga 1.4% He Gineme 3,0 %
B. | Brpara E Maci Ipy BACYIIyRaEHi | 0.6 % He 6ineme 3,0 %
{60°C, THck He Bume 0,7 X[1a
MPOTATOM 4 rox)
9. | OaHOpiAHICTE MacH BMICTY Binmorinae TIpn 3RaxyBaHHi 20 Kancyl NpANYyCTAMG He Oinsme 2
KATCYIL iHJHRITYATRANX MAac 3 BiXUIGHHAM Bifl cepeaHsoi
MacH Oinsmre Hik Ha 10% Ta WOJHOL KANCYITH 3
BiTxHNCHAAM OilbIme Hix Ha 20%
10. | OaHopiAHICTE J030BAHEX 33 AV<150
OJHHHIIB
11. | PO34HHAICTE ¥ 1 %o, 2 %, 1 %, He 6inrme 10 % oMenpazolly OpoTAroM 2 Tof e
0,1 M pozauni HCL 2%,4%,4%
12. | PozauuRicTE ¥ SydepHOMY 88 %, 91 %, 93 % He meEme 70 % (Q) HoMiHATEHOI KilbKOCTL
po3IHHI 94 %, 94 %, 92 % OMEIPazoNy Ma€ PO3THHHTHCA IIpoTAroM 30 XB
pH 6,8 (B mepepaxyHKy Ha
C)7H;9N;0,8)
Wicin
13. | Homirmmxn: - 7
HalOiMENIO] iHHRITYATRHOL 0.02 % He 6imLm /
CYMa JIOMITOK He BuARIEHO He Glgge ¥ A
14. | KinskicHe BH3HA9eHAA 19.7 Mr/kancymy Ha# W o 2i.0mr
OMEnpazoNy B KACY (B 98.3 % (¢ i WIEHOI KiTBEKOCTi).
IpamiTka: [IPoVET BiNOBi/lac BHIMe3a3Raenili cremmdixamii i ¢ RO T
TecTyRas: JlokKyMeHT OepeBipeHHii: E‘k rmhio i h 4
h-,\j‘ ":“,‘,' iy
JlaTa: 16.09.2022 Jara: 16.09.2022 Ao o

Tlepekma/ BiTHOBiNAc OPHTIHATY
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CEPTHPIKAT AKOCTI

Crop. 232

1 kamcyaa MicTETR: OMenpasoay 20 Mr

OpoaykT: OME3® KANcyIH 0o 20 Mr Ne 30 (10x3) y 6micTepax

Kpaina-repobnnk: Ingin

Cepis Ne: B2202851

D6'eM mapTil: 65567 YDAKORKHE

ARaTiTRIERH IRIT Ne: 2002FP22001855

JlaTa BANpobyrRammg: 16.09.2022

JlaTa rEpoGRENTEA: 06.2022

Tepmin npEAaTHOCTI: 05.2025

Ne peecTpaniiinorce nocrigdenns: UA/0235/02/01

Jilicae 10: HeobMeRxeHO

Haxa: MO3 Vkpainm Ne 1212 rix 30.05.2019

PozMip Ta THD DAKYRAHHS:

10 xkamcya y Gaicrepi; 3 6micrepn y kopobni 3
MAPKYBAHASM YKPAiHCHKOI0 MOROIO

HaliMeByRaHHA, apeca Ta HoMep Hinen3ii BRpoGEAKS Ta
KOHTPOAI0 SKOCTI:

J-p. Peani*c JabopaTtopic JITa,

Bupobupda pineEmng — IT, Minsann Ne 42, 45, 46, c.
Bagynami, okpyr Mexaan Mankaliripi, mTaT
TelaHnrana, Bawynam Managai, Inxia,
Ne63/RR/AP/Q6/F/R

TepepaxyHKy Ha Cy7HsN3035)

IIpoTAToM TepMiHY IpHAATHOCTi: Rix 18,0 mo 22,0
mr/kanc (Big 90,0 % o 110,0 % HoMHEHATRHOL
KiEKOCTi).

15. | Mikpobiororiana 1acTOTa

Mikpoopranizmis (TAMC)
6) 3aranBHa KiMBKICTE
ApLKAKOBHX TA ILLCHARAX

a) 3AraThHA KiMEKICTE acpabmix | a) Menme 10 KYQO/r

6) meame 10 KVO/Tr

TpabiR (TYMC)
B) Esherichia coli:

B)BifcyTHIR I T

a) He Gismre 1000 KYO/IT

6} e 6inpme 100 KYO/Tr

B)RBiAcyTHIRIT

Jexnapania npo cepradikanmin

“ITuM 3acRiTdyi0, IO BHINERHKIAAcHA imdopMamis copaBxHi i Togna. Il cepis mpoxykry Oyrna EBATOTOBNCHA, BKIIOYaI0TH
VIAKORKY/MApKYEaHHA Ta NEpPeBipKy AKOCTI HAa BHMIIE 3rajaHoMy caifti (ax) y DoBHill EifmorinHOCTI 3 BEMoramn GMP mMicneBoro
PerynaropHol opraHy i BigmorinHo Ao coermidikamili, mo MicTATECA B peecTpaniiiioMy Jocke / TOProRiH Jinensii xpainn-iMnopTepa abo
¥ Jocke choemmdikanii OpoIyKTy ATA JOCH/DKYRAHWX [TiKapchk®xX zacobiB. JokyMmeHTH mo oOpodmi, ymakoBIi Ta aHamizy 6yim
NeperTAHYTi TAa BCTAHOBICHO BiINOBiAHICTE GMP.”

HpemiTEa: IIpoAYKT BiIOBi/lac BHIe3a3HaTeHii clermmpikamii

TecTyean:

JIoKyMeHT OepeBipeHHii:

Hara: 16.09.2022

Jara: 16.09.2022

Tlepekma/ BiTHORINAc OPHTIHATY




JTTEPKINKCIIYVIKBA
JAEPKABHA CJYXKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHJ Y KHIBCBKIN OBJIACTI

npocrickr Banepin Jlobanosebkoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ke@dls.gov.ua https://www.dls gov.ua, Kog €JIPTIOY 37078774

- BUCHOBOK
Hpo SIKICTH BBE3€HOT0 B YKpalHy JiKapehKoro 3acoby _
15.12.2022 | | . NeSI315/22/10
OME3®

{nelivenypanHs Aikapehkore 3acoby 3rigHo 3 pecorpaniiinum TOCRIATEHARM)
xaneyau no 20 mr no 10 kaneyn y 6aicrepi; no 3 Gaictepn y kopo6ui

{thopma prryexy, J03YBAHNS, BHE HAKYBANS TKAPCEROTO 3acofy)
Howmep peecrpaniiisoro nocsizaenns UA/235/02/01 crpox aii peecrpaniiinoro moceiguenns 01.01.2099
Cepin niikapeskoro sacoby Ne B2202855 Kinskicts sBesenoro nikapeskore 2acofy 34740

BupobHuk J-p Penni'c JlaGoparopic JIta, BupoGumua ninsami - I, Trnia

{Haiimenyninng REpoGHIKA TIKAPCHKOTO 32008y, Kpaila HoXoipKeHs )

Baeseno B Ypainy TopapueTro 3 00MexeH0I0 BixmosinansnicTio "JAp, Penui'c.
JaGopatopiz", iaent: kea: 37560808

{nafivenysanas ta xoi 3a CAPIIOY wopumuaset ocofn afo npisemme, iM's, ric GaTsKOB]
Qrizrrmoi ocobn ~ mianmpremie, IT MiCe NPOKUBAHHS Ta PEECTPAIIHIIH HOMep OGHKOROT
KAPTRIL NiaTsHKa NoAATKIB a60 cepin Ta HOMED [ACHOpTaY.

Hporokes sisyansnere kourpoimo siz 01.12.2022 x4 3177/1.
JiaBoparopusi ananiz srocti alkapebkoro sacely snilicaeni:
TOB "Texnonab” (m.JIpeis, Bys1. Manuna Anoctoma, 2)

(waibsenynanus ta Micuessaxoxerss naGoparopil, me Aposena mfopatopuil ananis srocri)
BUCHOBOK (0710 AKOCT] likapcskoro 3acody, Brmanni nadoparopieo iz 15.12.2022 No 1137

Pezynsraty mabopatoproro ananizy sxocti mikapeskoro sacody 3a nepepipeHnMHu nokasuukamy BIIITOBIAAI0TE
BHMOT'aM METOLIB KOHTPONIY Ax0CTi {adaali N HO-HOPMATHBHOT MOKYMEHTALIT),

‘32 pesyNLTATAMH  SpKaBHOTO KOHTPOIO. BCTAHORACHO, WO JIKAapchkMit 3acil BBeIcHO B Yrpainy 3

Ipana TTATIAMAP

diinin 5 vipiaie




CEPTH®OIKAT SKOCTI

Crop. TaZ

' Hpﬁnyicr:_OME3® sancyan g 20 sr Ne 30 (10x3) y Gnicrepax
1 kaneyna mierurs: Omenpazony 20 mr

Kpaiua-supolunx: Izmisr.

| Cepin Ne: B2202855

O6'em gaprii: 65557 ynakosiu

Anamirmanni asir No: 2002EP22001951

Hara sunpobysannn: 26.09,2022

Hara supolbunnrea: 06,2022

. Tepmin npanaTnocti: 05,2825

Ne peccrpattiiinore nocsiruennn: UA/M235/02/401

Aificue ao: neobmemeno

Haxas- BO3J YVpaiuu Ne 1212 sin 30.05.2019

Pozmip ta T naxysanns;

10 wancys y onierepi; 3 Gaicrepn y kepobui a
MAPKYBAHEGM YEPATHCLKSI0 MOBOIO

Haiimerysams, axpeca ta semep Aigensii pupofnnxa ta
KOHTPOIG HKOCTE

H-p. Peani’e Jlabeparopic Jira,
BupoGuwua pinpusus — I, Tissoam Ne 42, 45, 46, ¢

OMENPAZORY B Kageydi (B

Bauynaai, oxpyr Meguan  Mamcaiivipi, mrar
[t Tenarrapa, Bagynant - Maugay, - Iugin,
No63/RR/AP/IGIFIR - L
No
Teer Peayawratn Crenndinanis
3/n
1. | Onne Toepai wensvimoni  nposopi | Teepai xenarmmoni nposopi kancyan posmipom 2, 2
Kamoymt — possipoM 2, 3| maprysamuss OMEZ, 3 GeaBapmsus KODIIYCOM Ta
mapiysannsse  OMEZ, 3 | pomepum kosriavkom. Buicr kancyn — Gini 260 Maifice
Gesbapeuy  kopuycoM  Ta | 6imi menerm.
POREBUM  KOBNGUKoM, BaicT
Kaneys — 61 peneTy,
2. | Ipewrndixauiz
a) mMeroy Vib- . Binnosinae sumoram &) Yd-cniexrps BUIpOSOBYRAHOTO TA CTAHARPTHOTO
caerTpodio ToMeTpil POSEHAIR ROBHHAL MaTh MAKCHMYMH NPH OEHRKOBIH
JoBEKHE] XBrai.
§) MeToj pllRHEOT Binrosinac sisoran 6} HYac - yrpuMyssEm® THKy; wxwi  Bignopinde
xpomarorpadiy OMEnpA3CAY, HA. XPOMATOTpaMi BUNPOGeRYBAHOTD
posHuHy Ma¢. BIRUOBIAATM wacy yTpHMaHaf iy
OMETPAsONY WA XpoMatorpasi  cremaspTHOrG
e pOFYRHY,
3. | Hiametp 6.04 s — 6.15 M 6,00+ 0,30 sn1 (3,70 mna — 6,30 )
4. | Homxusna 17.49 sim — 1780 Mm 17,80 0,50 mm (17,30 s — 18,30 am)
5. | Cepenns maca 329.8 mr 333,0Mr £ 7.5 % (3080 mr — 3579 mr)
6. | Cepenps macapmiory xameymi | 267.6 mr 2760 mr = 1 9% (8ix 243,0 Mr A0 297,0 wr)
7. iBom 1.2 % He Ginpie 3.0 %%
8. | Brpara s maci vipw srcywysarHi | 0.8 % He Ginpme 3,0 %
{60°C, ruck ue smme 0,7 x[fa
npoTaresm 4 rof) ) B
9. | Oanopinsicts Maca sMicTy Bianosinae Hp= spasxysanni 20 xancyn npuayeruMoe ve Hinbue 2
Karcys iBmnsinyasHEK Mac 3 BiNxunenaTM Bin cepenmnol
macH Dinkme mix #a 10% 72 mommMol kancyam 3
BizxziieHssM Sinpmre mix na 20%
10, Onwopianicrs gososannx AV<]150
ORMMHIE
11.1 Posuunuicts v He Sinpme 10 %o OMenpasony npoTsroM 2 Tomun
0.1 M possuni HCL b
12.: Posunnnicts v Sydepih He wmemme 70 % {Q) nomimampuol xinskoct
POFYHHE = OMETPATONY MAC POIHHATHC. HpoTaToM 3 xB
pH 6,8 (5 nepepaxyrx i
CHpNa058)
13, Hominmu
uaitbinsmo? imueiayansuol Hioa-8"
CyMa ToMIinioR i
i4. | Kinbkicue su3uaueHud 19.7 mr/xancyay

98.7 %

Hpuwitxa: Ipoaysr siynosinae suesasaadenii cnenndixanii

Tecrypas:

Hoxymenr nepenipenuii;

Hara: 28.09.2022

Hara: 28.09.2022

Hepexnan sianosizae opurinany




CEPTU®GIKAT SKOCTY

 Crop. 252

I.lponymﬁ OME3I® xancyns no 20 mr N 30 (10x3) y fuiicrepax
1 kaneyna micTurs: Omenpazony 20 s

Kpaina-supobuuw: ﬁl}liﬂ

Cepin Ne: B2202855

O6'em napril: 65557 ynavonsn

AunaaiTEunmi seit Ne; 2002FP22001951

Hara panpobypannna; 26.09.2022

Hara papobunursa: 06,2022

Tepmin mpuparnocri: 05.2025 .

Mo pecerpaniiinore goesizuennn: UAA235/02/41

Hiticie go: HeoGMexeno

Hakaz MO3 ¥Yupaine Ne 1212 pig 30.05.2019

Poamip 3 Tan naxysanmn:

10 waacyn y Gricrepi; 3 faierepw y xopofuis
MAPKYBAHHAM YRPATHCh KO MOBOID '

ROMTPHOED HROCT

Hatimenyramis, agpeca ra somep Ainenaii BHpOGUHKA T2

A-p. Peaai’c Jabeparopie JItn,

Bupobuuaa aimennna ~ H, Fimeamai Ne 42, 45, 46, o
bauynam, owpyr Mepuan  Maakabiripi, mirar
Temaurana, Bavynani Manjan, Tsinis,

Ne63/RRAP/I6/E/R

nepepaxyrxy Ha CyzHoN;0:8)

Hporsrom Tepuminy npraataecti: six 18,0 o 22,0
mrfkane (giz 90,0 % mo 1100 % uomwmaTbnod
KimeroeTi):

15. | Mixpo&ionoriyng sscerora

a) saraneHa KIEKicTs aepofanx
mikpooprasismis {TAMC)

9) JaransHa Kinekicrs
APIKIAOBHEX TA [ERICHABAX
rpubie {TYMC)

5} Esherichia coli;

a) merne 10 KVQ/r

6) merure 10 K¥O/r

B)BiagyrHin i T

a} #e Ghmmre 1000 IKVO/r

G} me Glnpme 160 KYO/ir

CIeysincywiis i v

Hexmapanis nipo ceprudivanin

“Hmv secsizuylo, mo sumesnxiafena mdiopmania cripassud 1 rowsal Hlg cepin npomyrry Oyvid  BHIOTOBISHE. BEMOUAIGHI
YUSKOBKY/MUPKYBAHHE T8 TepeRipKy #KOCTI Ha Bmume 3ragasosy caliti {ax) y nosuil slanosignocri 3 pumorsvz GMP micuenoro
Perynsroprof oprany i siinosinso 1o cremudikanil, mo MictsTeen B peecTpaliiinomy tocee / Toprosiil nineHsii spafm-ivnoprepa afio

¥ mocke enemmixauil  ApONYETY WL ACCHIKY

NEpEeTANYT T BUTAHOBNEHC BiANOB Hicts GMP.”

BAHUX JIKAPCERUX Sacobin. Joxymentn mo obpofil, ynaxosm. ta aEamiyy Oyan

Hpumitea: Hponyks siinosigse sumesasnauenil cnenndixanii

Tecrysan:

Hoxyment nepepipennit:

Hara: 28.09.2022

Hava: 28092022

[lepexman sinnosixace opurinary




AEPXIIIKCIIYKBA
JAEPKABHA CJIYXBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCLKIH OBJIACTI

npocnekT Banepis JloGanoscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3€HOI0 B YKpaiHy JikapchbKoro 3acody
30.12.2022 Ne 56220/22/1011
OME3®

{HallMeHYBAaHHA NiKapcrKoro 3acoly 3rifHO 3 peccTpaniiiANM NOCRITICHAAM)
Kancyan no 20 mr no 10 kancya y duicrepi; mo 3 daicrepn y kopooni

(topMa BAITYCKY, T03YEAHHA, RH]] HAKYBAHAA JTiKapCLKOTO 33c00Y)

Homep peectpaniiisoro moceimzenns UA/0235/02/01 crpox xii peccrpaniiinoro mocsimaerrna 01.01.2099
Cepia mikapcekoro 3acoby Ne B2202857 KinnkicTk BRe3eHOTO NiKapchkoro 3acoby 7840

Brpo6Hux JI-p Pequni'c Jlaboparopic JITn, Bupobmyia aumsnangs - 11, Iagis

(HaliMeHyEaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiAa TOXO KEHHAA)

Brezeno B Yipainy TosapucTBO 3 00MexenoI0 BitnoBinannpaicTio " p. Peani ¢
JlaGopaTtopis", inent. xox: 37560808

{HaliMeRyBaHHA Ta Xof 3a CAPTICY opuaEIHoi ocobu abo OpizrHme, iM'A, Mo HaTEKOBL
tiziAol ocobH - DimmpHeMId, 1l Miche MPOXHUBAHHA Ta peecTpaniiiamii BoMep obnikoBoi
KAPTKHY ITATHAKA IONATKIE abo cepid Ta HoMep NacnopIa)

ITpoToxon Bizyaasnoro kearpomo Big 24.12.2022 N 3456/1.

3a pe3yNRTaTaMA JACpPABHOTO KOHTPONIO BCTRHOBICHO, IO JIKAPCBKAH 3aci6 BBeseHo B VYkpaimy 3

AOTPHMAHHAM EAMOT 3aK0OHOAABCTBA I0/I0 3a0c3NeUeHEA AKOCT] MKapchKHX 3ac06iB.




Dr.Reddy’s &9

CEPTHPIKAT AKOCTI

Crop. 232

1 kamcyaa MicTETR: OMenpasoay 20 Mr

OpoaykT: OME3® KAIcyIH 0o 20 Mr Ne 30 (10x3) y 6micTepax

Kpaina-repobnnk: Ingin

Cepis Ne: B2202857

D6'eM mapTil: §5537 YDAKORKE

ARaTiTRIERH IRIT Ne: 2002FP220020:04

JlaTa BANpobyramms: 30.09.2022

JlaTa rEpoGRENTEA: 06.2022

Tepmin npEAaTHOCTI: 05.2025

Ne peecTpaniiinoro nocrigdenns: UA/0235/02/01
Haxa: MO3 Vkpainm Ne 1212 rix 30.05.2019
PozMip Ta THD DAKYRAHHS:

Jilicae 10: HeobMeRxeHO

10 xkamcya y Gaicrepi; 3 6micrepn y kopobni 3
MAPKYRAHHSM YKPaiHCEKOIG MOROID
J-p. Peani*c JabopaTtopic JITa,

HaliMeBEyRaHHA, apeca Ta HoMep JHinen3ii BRpoGEAKa Ta

KOHTPOAI0 SKOCTI: Bupobupda pineEmng — IT, Minsann Ne 42, 45, 46, c.
Bagynami, okpyr Mexaan Mankaliripi, mTaT
TelaHnrana, Bawynam Managai, Inxia,
Ne63/RR/AP/Q6/F/R
nepepaxyaky Ha C7HoN3035) IIpoTAToM TepMiHY IpHAATHOCTi: Rix 18,0 mo 22,0

mr/kanc (Big 90,0 % o 110,0 % HoMHEHATRHOL
KiEKOCTi).

15. | Mikpobiororiana 1acTOTa
a) 3AraThHA KiMEKICTE acpabmix | a) Menme 10 KYQO/r
Mikpoopranizmis (TAMC)
6) 3aranBHa KiMBKICTE
ApLKAKOBHX TA ILLCHARAX
TpabiR (TYMC)

B) Esherichia coli:

a) He Gismre 1000 KYO/IT

6) meame 10 KVO/Tr 6} e 6inpme 100 KYO/Tr

B)BifcyTHIR I T B)RBiAcyTHIRIT

Jexnapania npo cepradikanmin

“ITuM 3acRiTdyi0, IO BHINERHKIAAcHA imdopMamis copaBxHi i Togna. Il cepis mpoxykry Oyrna EBATOTOBNCHA, BKIIOYaI0TH
VIAKORKY/MApKYEaHHA Ta NEpPeBipKy AKOCTI HAa BHMIIE 3rajaHoMy caifti (ax) y DoBHill EifmorinHOCTI 3 BEMoramn GMP mMicneBoro
PerynaropHol opraHy i BigmorinHo Ao coermidikamili, mo MicTATECA B peecTpaniiiioMy Jocke / TOProRiH Jinensii xpainn-iMnopTepa abo
¥ Jocke choemmdikanii OpoIyKTy ATA JOCH/DKYRAHWX [TiKapchk®xX zacobiB. JokyMmeHTH mo oOpodmi, ymakoBIi Ta aHamizy 6yim
NeperTAHYTi TAa BCTAHOBICHO BiINOBiAHICTE GMP.”

HpemiTEa: IIpoAYKT BiIOBi/lac BHIe3a3HaTeHii clermmpikamii
TecTyRan: JIoKyMeHT OepeBipeHHii:

Hara: 30.09.2022
Tlepekma/ BiTHORINAc OPHTIHATY

Jara: 30.09.2022




Dr.Reddy’s &

Tlepekma/ BiTHOBiNAc OPHTIHATY

CEPTH®IKAT AKOCTI
Crop.1132
poaykr: OME3® KANcyIH 0o 20 Mr Ne 30 (10x3) y 6micTepax Kpaina rapoGank: Ingin
1 kamcyaa MicTETR: OMenpazoxy 20 Mr
Cepia Ne: B2202857 06'eM mapTii: 65537 yDakoRKE
ABaniTRaEmi 3BT No: 2002FP22002004 JlaTa eanpobyragaa: 30.09.2022
JlaTa REpoGERNTEA: 06.2022 Tepmin npEAaTHOCTI: 05.2025
Ne peecTpaniiinoro nocrigdenng: UA/0235/02/01 Jilicae q10: HeobMeRxeHO
Haxa: MO3 Vkpainam Ne 1212 rix 30.05.2019
PoamMip Ta THO DAKYRAHHY: 10 kamcya y Gaicrepi; 3 6micrepn y kopobni 3
MAPKYBAHASM YKPaiHCEKOI0 MOBOID
HaliMeBYEaHHA, apeca Ta HOMeD JHinen3ii BApo6EAKA Ta J-p. Peani*c JIabopatopic JITa,
KOHTPOJII0 SKOCTi: Bupobapia pinkEmng — IT, MinseAn Ne 42, 45, 46, c.
Bagynmami, oxpyr Mexaan Mankaiiripi, mTaT
Telanrana, Bauynmam Manngai, Inxis,
MNe63/RR/AP/O6/F/R
Ne
Tect Pe3yaALTaTH Coenndgixanin
3/
1. | Cmmc Teepai xelaTHHORI npozopi | TBepAi MeTaTHHOBL Opo3opi KaNCyIH po3MipoM 2, 3
Kancym  poaMipoM 2, 3 | MapkyrarEaM OMEZ, 3 Oe3bapBHHM KopmycoM Ta
MapkyragHaM OMEZ, 3 | poxeBHM KOBIOZIKOM. BmicT kancyn — 6imi abo Maibxe
OeabapeHuM  xopmycoMm  Ta | Gimi menmerH.
POXEBHM KOBOATKOM. BMicT
xancyn — 6ini nenerH.
2. | Ineuwrndikaria
a)} MeTog Y- Binmorinae BHMOTaM a) Yd-criexkTpH RENPOOCEYRAHOIG Ta CTAHTAPTHOIG
cHekTpobdoToMeTpil PO3THHIR MOBHHHI MATH MAKCHMYMH OpH ONHAKOBii
JIORAHH] XRHII.
6) MeTon piTUHAOL Binmorinae BHMOTaM 06) Uac yrpEMYBaEHA [iky, 4#Akuii EBifgmoBifmae
xpomaTtorpadii OMeNpazoly, Ha XpoMaTorpaMi ERHIpPOOORYRAHOTO
pO3IHHY MAa€ RiTNOBITATH dacy YIpHMAHHA MKY
OMEmpazody Ha  XpoMATOTpaMi  CTaHAapTHOTO
PO3THHY.
3. | HiameTp 6.03 MM — 6.19 MM 6,00 + 0,30 MM (5,70 MM — 6,30 MM)
4. | HopxuiHa 17.44 MM — 17.63 MM 17,80 + 0,50 MM (17,30 MM — 18,30 nm)
5. | Cepenns Maca 3312 mr 333,0 Mmr £+ 7.5 % {308,0 Mr — 357,9 MT}
6. | Cepenna mMaca RMicTy KanicylmH | 268.6 mT 270,0 mMT £ 10 % (Big 243,0 MT 10 297,0 MT)
7. |Boga 1.3% He Gineme 3,0 %
8. | Brpara E Maci Ipy BACYIIyRaEHi | 0.8 % He 6ineme 3,0 %
{60°C, THck He Bume 0,7 X[1a
MPOTATOM 4 rox)
9. | OaHOpiAHICTE MacH BMICTY Binmorinae TIpn 3RaxyBaHHi 20 Kancyl NpANYyCTAMG He Oinsme 2
KATCYIL iHJHRITYATRANX MAac 3 BiXUIGHHAM Bifl cepeaHsoi
MacH Oinsmre Hik Ha 10% Ta WOJHOL KANCYITH 3
BiTxHNCHAAM OilbIme Hix Ha 20%
10. | OaHopiAHICTE J030BAHEX 2.6 AV<150
OJHHHIIB
11. | PO34HHAICTE ¥ 0 %, 0 %, 0 %, He 6inrme 10 % oMenpazolly OpoTAroM 2 Tof e
0,1 M pozauni HCL 0%, 0%, 0%
12. | PozauuRicTE ¥ SydepHOMY 98 %, 97 %, 99 % He meEme 70 % (Q) HoMiHATEHOI KilbKOCTL
po3IHHI 97 %, 99 %, 98 % OMEIPazoNy Ma€ PO3THHHTHCA IIpoTAroM 30 XB
pH 6,8 (B mepepaxyHKy Ha
C)7H;9N;0,8)
Wicin
13. | Homirmmxn: - 7
HalOiMENIO] iHHRITYATRHOL 0.03 % He 6imLm /
CYMa JIGMIMoK 0.1 % He Siggdt oz &1
14. | KinskicHe BH3HA9eHAA 20.1 mMr/kancymy Ha# W o 2i.0mr
OMEnpazoNy B KACY (B 100.5 % (¢ WIEHOI KiTBEKOCTi).
G358 s R o
IpamiTka: [IPoVET BiNOBi/lac BHIMe3a3Raenili cremmdixamii R YN Y
TecTyRag: JloXyMeHT mepeBiperuii: ;& b 0 TR S sxocTi
W SR Myriar Crol e fnniK KoMaHIH
Jara: 30.09.2022 Jlata: 30.09.2022 220 4




. SO

JEPITIKCITYKEA -
AEPXKABHA CAYKBA 3 JIKAPCHKNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIM OBJIACTI

npocnekt Banepis Jlo6anoncrioro, 51, M. Kuis, 03110, Ten/daxe:. (044).363-06-50
E-mail; dls-.ko@dl‘s.gov.ua\https://www.dls.szov.ua,- Kon-€IPITIOY 37078774

BHCHOBOK |
Npo sKieTs BEE3eHoro B Yrpaligy aiRapesrore 3400y
03:02,2023 - Ne 3639/23/1011
. OME3®

(ualfmenyBarus ftikapchkoro 3acoBy 3riAHO 3 pecerpaniitamm frocai,u%fmnm)
Kancy/mn.no 20 mr no 10 kancya y Ourierepi; o 3 Gnicrepu Y xopotui

(bopma munycxy, nosysanns, sua NaKyBaHHsA JKRPCHKOro 3acoGy)
Homep peectpauiitnoro nocsinuenns UA/0235/02/01 CTpoK AiT peecrpaniiinoro mocsixzenns 01.01.2099
Cepis nixapeskore sacofy Ne B2203232. Kinsxicrs ssesenoro arixaperKoro.sacoty 66080.

Bupobruk J-p Pennitc JlaGopatopic Jltx, BupoGimua Ainsrus - I, Tais
(maitvenypanms BUPOBHEKA HKAPCHKOTO 3600y, KpaiHa ToXopKenHs)

Bpeseno s Yipaiky: Torapuerso 3.00Mexken oxo BinoBixansHicTIo "p. Penni‘e
JIaGopaTopis™, ineur. kox: 37560808 =
(maltmenysanus ta kop 34 EJPTIOY 1opuandnol ocoby ao upissrwe, iM's, 1o GaThKOBL
(izuunoi ocobn - miAapuemi, 1i Micie npoxkuBanis Ta Peecrpauiitnmii sosep o6uikopof
kapTion mraTHnka qonarkin ao cepis Ta-HoMep fracriopra).

Tiporoxcon wisyamsiioio iorrpomo sin 30.01.2023 Ne 024972,

Ba  pesyivraramm ZICPHABHOTO  KOHTPOMIO  BETAHOBNEHD, ‘100 FKAPCHKAN 3206 meseis B Vipatay .3
DOTPUMABREAM punvor 3AKOHOLABCTRA IGHO 3abesreaenis aKoeT JiKapeskux 3acobis.
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CEPTROIKAT SIKOCTT

Crop: 137

Mpoayxr: OME3® Kaneymt no 20 mr Ne 30 (10x3) y 6nicrepax
1 xancysa micrure: Omenpasony 20 mr

Kpatua-nupobumx: Tnpis

Cepin No: 112203232

O6'em naptil: 66177 ynakonsen

Ansticmannif 3pir N 2002FP22002115

Jara sanpobynannn;: 19.10.2022

Jara nupobupurea; 66,2022

Tepmin npagarnocri: 05,2025

Ne peecrpauilinoro mocsiyaernmn: UA/0235/02/01

Jiiicne no: neobrseseno

Hawaz MO3 Yiepaiun No 1212 Bin 30.05.2019

Poswmip ra tun uakyeanus:

10 wancyn y 6nicrepi; 3 ficrepy y Kopofui3
MADKYBAMAM YKPATHCH K010 MOBOIO

KOHTPOMIO sIkoeri;

Haitmenysauns, appeca Ta Homep Jineusil BupoGuuica ta

A-p. Pepni’e JaGoparapic Jitx,
BupoSunan pimesmns — I, Tisinai N 42, 45, 46, «

Bauynani, okpyr Menuan Mameaitripi, mrar
Tenanrana; Bauynani Mangan, Litnis,
L NeO3/RR/AP/I6/EIR
No
Tecr Pesynnrarn Cuenndriarisn
3/t
. | Oane Toepni  xenarunoni nposopi | Taepai HKETATHHOB TIPO30PI KanCyJ1i posMipoM 2, 3
xaueysmn - posmipom 2, 3 | mapiypasnsam OMEZ, 3 Geatapnium KOPIIyCoM Td
Mapkysannam  OMEZ, 3 | poxesnm Kosrrauxom, Buicr kaneyn — 6ini abo Matbxe

GesGapsuiM.  xopnycom  ra
POXEBUM  KOBnauKkoM, Bwicr
| kancyn — 6ini menery,

“Gini nesrery,

2. | Inentudixaia
a) meron Y-
enextpodoromerpis

6) Merox pipurHoT

Bianorinac Bumoram

Bignosinge pumoram-

a) Vd-cnexmpu BHOPOGOBYRAHOIO Ta CTAHIAPTHOIO
PO3uNHiE NosHHBT MaT MAKCHMYMI TtPU OAHAKORIH:
BOBKUHL XBHITL

6) Hac ympumysanms riky, Axeit gisoninae

xpomarorpachit OMENpAsONY, Ha Xpomarorpami  munpoGoBysanoro
poswany mac simropisarn wacy yrpuMarns iy
OMEIIDA30NY  ma  xpoMarorpasi  crampaprioro
‘ N Po34HIY,
3. | Miamerp 35.88 MM~ 6,12 My 6,00 % 0,30 My (5,70 MM — 6,30 MM)
4. | Hopxuna 17.66 MM — 17.82 mm 17,80+ 0,50 mm (17,30 My — 18,30 MM)
5. | Cepennn. maca 328.8 mr 3330 Mr£7,5 % (308,0 Mp 357.9 mr)
6. | Cepennst maca BMiCTY Kancyan | 269.3 ar 270,0 mr £ 10 % (iy 243,0 mr 10 297,0 mr)
7. | Bona L% He Ginnie 3,0 %
8. Brpara B Maci mpit Bucymysanni | 0.6 % He dinsure 3,0 %
(60°C, Tuek we puue 0,7 wlla
nporsrom 4 ran)
9. | Oanopianicrs macu BMicTy Binnosinae Hpw ssaoxypanui 20 Kancyn npunycriMo e Sinsme 2
xancyn inaeminyansuux mac 3 simcuicHusm Bl cepexanofl
MacH Gineme wik wa 0% 1a WOMHOT Rawoymm 3
. _ slixuewnsM GLmiie wivewa-20%
10. | Onuopigmicrs nozopannx ZARA % AV=15,0
O IHLLD ‘GS:@QQW,, Ay,
1. | Posuuanicrs v ' & N 0, 1 V68807 He Ginsure 10 % OMEHPA30HY NPOTArOM 2 TOAHE
0,1 M posunui FICL P 1A% %, 055 #
12.| Posuunnicrs y Sythepn 96 % Lfﬁ& g He menmwme 70 9% (Q) momimansiol winskoeti )
034HHj Wi O] OMETIPA3OIY MBE POIUHHUTHCH DPOTAroM 30 X
g[»}‘é;s (n nepepaxyniy &“&%:;m&“%@% ‘:" § RRLrieeR P
Ci7HyN3048) ‘L\ﬁﬁ‘()ﬁ g dgw‘
7 ; G . o -
13, | Nomiurku: Yyl N OV B
HAGIL 10T iHAuBi Y an K0T ; %““\f‘, He SinpLg <o // '/‘{7
Cyma noMimor & BHAlIERO i1 Gigghy JEPENT R ,ﬂ%
14, | Kinbxicute susuavenis 20.0 mr/kancyny Ha A 316';?* "0 21,0 mr
OMENPA3ONY B KANCYNi (B 99.9 % (e 95! VRATIE HOT KibrcocTi),
7S “F AP, PEAAIC 8O
Hpumirka: Hponyxr BiANIOBIAE BUIESA3HATONI ] cerdixaniy = ¥ !
Tecrypas: Hoxyment nepepipennii: SR s o1y 151 AKOCTL
§ B PABHHK KOMamin
ata: 20.10.2022 Mara: 20.10,2022 RO L OTTEEN RO
Mepernan vinroninae opurinajy Ohod W

1o . 4163

2 4,
el

7
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CEPTUDIKAT SIKOCTI
o : . Crop. 282
Tlponyxr: OME3® xancyme 1o 20 mr Ne 30 (10x3) y 6nicrepax Kpaina-eupoGusni: Tugin
1 kancysa micrarn; Omenpazony 20 mr
Cepist Ne: B2203232 : O6'em napril: 66177 yaacosrn
Awmasirwaii apir No: 2002FP22002115 Hara sunpoGysannn: 19,10.2022
Jara gupoSuuurpa: 06.2022 Tepmin npuaaTuocri; 05,2025
Ne pecerpaniiinoro mocninsenn: UA0235/02/01 Hiitcne no: weobsiemeno
Haxas MO3 Vipatuu No 1212 Bix 30.05.2019
Posmip a van makysamo: 10 sancyn y Gicvepi; 3 Gnicrepn y Kxopodui 3
MAPKYBAHIEM yIDATHChH KO0 MOBOIO
Hafivenysannsa, appeca 1a nomep aiuensiv pupobinxa ra Hepe Penni’e JlaGoparopic Jiry,
KORTPOMIO siRoCTI: BupoSunaa ginsunng — IL, Ninbauui Ne 42, 45, 46, o
bBawynami,  oxpyr  Meauan Manxaitripi,  wrar
Tenanrama, Bawynani Mangan, Tnpis,
Ne63/RRIAP/IG/FIR
Tepepaxyuky Ha CiaHgN3058) Tpotsrom repmivy npuaatroer: pin 18,0 no 22,0
mr/kane (sia 90,0 % no 110,00 % nomunannuoi
Xinpkooti),
I5. | Mixpo6ionoriaua wucrora
a) 3aranbHa XibKieTs aepoBHIX a) menme 10 KYO/r a) ge Ginvure 1000 KYO/r
Mikpoopramismis (TAMC)
| 6) sarannua KimskicTs G)-menmire 10 KYO/r '6) He Ginbe 100 KYO/r
APIRIKOBUX T2 YCHARTX
rpu6in (TYMC)
1) Esherichia, colis b) Bigeyruin e B Bineyruig i o

Jeknapania npo. cepradirauin '
“ThaM saceinayio, wo Bumennwnazena indiopmanis  cripassii 1 rowna. [ln cepis. wponyicty Oysid purotonnend, BiGHNGYH
YNAKOBKY/MADKYBAHHS Ta nepenipky axoeri ma BUIE Srapanomy cadri. (ax) y robuif pianosinaoeri 3, suMoramu GMP Mieueroro
Peryngroprot oprany i sinnosigno 16 enenmdrianids, o Micrarsen.s peectpauiitnomy nocee / TOPTOBiM millensii Kpaitu-iMnoprepa aGo
Y Rocke cmenndixanii upoaywry g JOCTimKyBaHUX JiKaperkux 3aco6in, Hoxyment no o6potuj, ynakosui Ta amanisy oynu
DEpPEerNanyTi Ta BeTaHOBNENO BigNoRiNRiCT, GMPp.”

AT

(3 aing -
e e
@ T

Tecrynan: Hoxymenr nepesipenmii; 3 oo S5 AKOCTI

ara: 20.10.2022 Hara: 20.10.2022
Hepeknan sinnosigac OpHrinany




AEPXIIIKCITYKBA
JAEPKABHA CJIYXBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCLKIH OBJIACTI

npocnekT Banepis JloGanoscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
Npo AKiCTHL BBE3€HOI0 B YKpaiHy JikapchbKoro 3acody
03.02.2023 Ne 3636/23/1011
OME3®

{HallMEHYBAaHHA NiKapchKoro 3acoly 3rifHO 3 peccTpaniiiANM NOCRIICHAAM)
Kancyan no 20 mr no 10 kancya y duicrepi; mo 3 daicrepn y kopoomi

(topMa BAITYCKY, T03VEAHHA, RH]] HAKYBAHAA JTiKapCLKOTO 33c00Y)

Homep peectpaniiisoro noceimzenns UA/0235/02/01 crpox xii peccrpaniiinoro mocsimaerna 01.01.2099
Cepia mikapcekoro 3acoby Ne B2203234 KinskicTs BBe3eHOTO IiKapchkoro 3acoby 20736

Brpo6Hux JI-p Pequni'c Jlaboparopic JItxn, Bupobmyia aumsnangs - 11, Iagis

(HaliMeHyEaHHA BHPOOHNKA MKAPCEKOTO 3acoby, Kpaida MOXO KEHHAA)

Brezeno B Yipaity TosapucTBO 3 00MexenoI0 BignosinanbpaicTio " Ap. Peaai ¢
JlaGopaTtopis", inent. xox: 37560808

{HaliMeRyBaHHA Ta Xof 3a CAPTICY opuaEInoi ocobu abo OpizrHme, iM'a, Mo HaTEKOBL
tiziAol ocobH - DimmpHeMId, 1l Miche MPOXHUBAHHA Ta peecTpaniiiamii BoMep obnikoroi
KAPTKH ITATHAKA IONATKIE abo cepid Ta HoMep NacHopIa)

ITporoxon Bizyansnore kearpomo gig 30.01.2023 Ns 0248/1.

3a pe3yNRTaTAMA ACpPABHOTO KOHTPONIO BCTRHOBICHO, IO JIKAPCBKAH 3aci6 BBeseHo B VYkpaimy 3

AOTPHMAHHAM EBAMOT 3aKOHOAABCTBa I0/I0 3a0c3IeUeHEA AKOCT] MKapchKHX 3ac06iB.




Dr.Reddy’s &

Tlepekma/ BiTHOBiNAE OPHTIHATY

CEPTH®IKAT AKOCTI
Crop.1132
poxykr: OME3® KANCYIH 0o 20 Mr Ne 30 (10x3) y 6micTepax Kpaina rapoGank: Ingin
1 kamcyaa MicTETR: OMenpazoay 20 Mr
Cepia Ne: B2203234 06'eM mapTii: $5717 YDaKOEKE
ABaniTRaERi 3BT No: 2002FP22002142 JlaTa eanpobyragaa: 22.10.2022
JlaTa rEpoGRENTEA: 06.2022 Tepmin npEAaTHOCTI: 05.2025
Ne peecTpaniiinoero nocrigdenng: UA/0235/02/01 JilicEe 1o: HeobMeRxeHO
Haxa: MO3 Vkpaiam Ne 1212 rix 30.05.2019
PoamMip Ta THO DAKYRAHHY: 10 kamcya y Gaicrepi; 3 6micrepn y kopobni 3
MAPKYBAHASM YKPaiHCEKOIG MOBOID
HaliMmeBYEaHHA, apeca Ta HOMeD Hinen3ii BApo6EAKA Ta J-p. Peani*c Jabopatopic JITa,
KOHTPOJI0 SKOCTi: Bupobaria pineEmng — IT, MinseAn Ne 42, 45, 46, c.
Bagynmami, oxpyr Mexaan Mankaiiripi, mTaT
Telranrana, Bauynam Mangai, Inxia,
MNe63/RR/AP/O6/F/R
Ne
Tect Pe3yaALTATH Coenadgixania
3/
1. | Cmmc Teepai xenaTHHORI npozopi | TBepAi MeTaTHHOBL Opo3opi KalCylH po3MipoM 2, 3
xancymi  poaMipom 2, 3 | MapkyrarEaM OMEZ, 3 Oe3bapBENM kopmycoM Ta
MapkyragHaM OMEZ, 3 | poxeBHM KOBIOZIKOM. BmicT kancyn — 6imi abo Maibxe
OeabapBHuM xopmycoMm  Ta | Gimi DemerTH.
POXEBHM KOBOATKOM. BMicT
xancyn — 6ini nenerH.
2. | Ineuwrndikaria
a)} MeTo Y- Bifmorinae BHMOTaM a) Yd-criexkTpH RENPOOCEYRAHOIG Ta CTAHTAPTHOIG
CHeKTpotdoToMeTpiL PO3IHHIR MOBHHHI MATH MAKCHMYMH OpH ONHAKOBii
JIORAHH] XRHII.
6) MeTon piTUHAOL Bifmorinae BHMOTaM 6) Uac yrpEMYBaEHA [iky, 4#Akuii BifgmoBifmae
xpomaTtorpadii OMeNpazoly, HA XpoMaTorpaMi ERHIOPOOORYRAHOTO
pO3IHHY MAa€ RiTNORITATH dacy YIpHMAHHA MKY
OMempazody Ha  XpoOMATOTpaMi  CTaHAapTHOTO
PO3THHY.
3. | HiameTp 6.01 MM — 6.14 MM 6,00 + 0,30 MM (5,70 MM — 6,30 MM)
4. | Moexuna 17.42 v — 17.63 MM 17,80 + 0,50 av (17,30 MM — 18,30 Mn1)
5. | Cepenns Maca 320.0 Mr 333,0 Mmr £+ 7,5 % {308,0 Mr — 357,9 MT}
6. | Cepenua mMaca RMicTy KanicylmH | 266.9 mT 270,0 mMT £ 10 % (Big 243,0 MT 10 297,0 MT)
7. |Boxga 1.3% He Gineme 3,0 %
B. | Brpara E Maci IpH BACYIIYRaEH | 0.9 % He 6ineme 3,0 %
{60°C, THck He Bume 0,7 X[1a
MPOTATOM 4 rox)
9. | OaHOpiAHICTE MacH BMICTY Binmorinae TIpn 3RaxyBaHHi 20 Kancyl NpANYyCTAMG He Oinsme 2
KACYIL iHHRITYATRARX MAac 3 BiXUIGHHAM Bifl cepeaHsoi
MacH Oinsmre Hik Ha 10% Ta WOJHOL KALNCYITH 3
BiTxHENCHAAM OilbIme Hix Ha 20%
10. | OaHopiHICTE J030BAHEX 2.5 AV<150
OJHHHIIB
11. | PO34HHAICTE ¥ 0 %, 1 %, 0 %, He 6inrme 10 % oMenpazeily OpoTAroM 2 Tofue
0,1 M pozauni HCL 0%, 1%, 0%
12. | PozauuRicTE ¥ OydepHOMY 95 %, 96 %, 96 % He meEme 70 % (Q) HoMiHAIEHOI KilbKOCTL
po3dHHI 96 %, 98 %, 98 % OMEIIPazoNy Ma€ PO3IHHHTHCA IIpoTaroM 30 XB
pH 6,8 (B mepepaxyHKy Ha
C)7H;9N;0,8)
Wioin
13. | Momirmmxn: . 7
HalOiMENIO] iHHRITYATRHOL 0.03 % He 6imLm /
CYMa JIGMIMoOK 0.1 % He Siggdt oz A1
14. | KinnkicHe BH3HATeHAA 20.0 Mr/rancymy Ha# W o 2i.0mr
OMEnpazoNy B KACY (B 100.1 % [ i WIEHOT KiTEKOCTi).
F3 8 s R o
IpamiTka: [IpoVET BiNOBi/ac BHMe3a3Raenili cremmdixamii i ¢ RO T . D
TecTyRag: JloXyMeHT mepeBipermit: QE& i) ey sxocti
A B R g Nirxe ‘{Q& IRHHK KOMaHH
Jara: 25.10.2022 JlaTa: 25.10.2022 i lran. il 2 4
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CEPTHPIKAT AKOCTI

Crop. 232

OpoaykT: OME3® KANcyIn mo 20 Mr Ne 30 (10x3) y 6micTepax
1 kamcyaa MiCTETR: OMenpa3oay 20 Mr

Kpaina repoGank: Ingin

Cepis Ne: B2203234

D6'eM mapTil: 65717 YDAKORKHE

ARaniTRIERH IRIT Ne: 2002FP22002142

JlaTa BANpobyramms: 22.10.2022

JlaTa rEpoGRENTEA: 06.2022

Tepmin npEAaTHOCTI: 05.2025

Ne peecTpaniiinoero nocrindennsn: UA/0235/02/01

Jilicae 1o: HeobMeRxeHO

Haxa: MO3 Vkpainm Ne 1212 rix 30.05.2019

PozMip T2 THD DAKYRAHHS:

10 xkamcya y Gaicrepi; 3 6micrepn y kopobni 3
MAPKYBAHASM YKPAiHCHKOI0 MOROIO

HaliMeHEyRaHHA, a7peca Ta HoMep Hinen3ii BRpoGEAKa Ta
KOHTPOAI0 SKOCTI:

J-p. Peani‘’c Jlabopatopic JITa,
Bupobupia pineEmng — IT, Minsennm Ne 42, 45, 46, c.

Bagynmami, okpyr Mexaan Mankaliripi, mrTaT
TelaHnrana, Bawynam Mangai, Inxia,
Ne63/RR/AP/O6/F/R

nepepaxyHKy Ha Cy7HsN3035)

IIpoTAToM TepMiHY IpHAATHOCTI: Rix 18,0 mo 22,0
mr/kanc (Big 90,0 % o 110,0 % HoMEEHATRHOL
KiEKOCTi).

15. | Mikpobiororiana TacTOTa

a) 3ArahHA KilEKicTE aepodx
MikpoopranizMis (TAMC)

6) 3aranBHa KiNBKICTE
ApLKAKOBHX TA ILLCHABHX
TpabiR (TYMC)

B) Esherichia coli:

a) Menme 10 KYQO/r

6) meame 10 KVO/Tr

B)BiAcyTHIR I T

a) He Gismre 1000 KYO/T

6} e 6inpme 100 KYO/Tr

B)BifcyTHIRIT

Jexnapania npo cepradikanmin

“ITuM 3acRiTdyio, IO BHINERHKIAfcHA iHdopMamis copaBxHs i Togna. Il cepis mpoxykry Oyna EBATOTOBNCHA, BKIIOYaI0TH
VIAKORKY/MApKYRaHHA Ta NEpPeBipKy AKOCTi HAa BMIIe 3rajaHoMy caifti (ax) y DoBHill EixmorinHOCTI 3 BEMoramu GMP micneBoro
PerynaropHol oprady i BigmorinHo Ao coenmidikamili, mo MicTATLECA B peecTpaniiiioMy Jocke / TOProRiH Jinensii xpaiAn-iMnoprepa abo
¥ Jocke choemmbikanii OpoIyKTy ITA JOCH/DKYRAHWX [TiKapchk®x zacobiB. JokyMmeHTH mo oOpodmi, ymakoBmi Ta aHamizy 6yim

MEPETAHYTi Ta BCTAHOBICHO RiINOBiAHICTR GMP.”

HpemiTEa: IIpoAYKT BiIOBi/lac BHIe3a3HaYeHiil ciermmpikamii

TecTyean:

JIoKyMeHT OepeBipeHHii:

Jara: 25.10.2022 Jara: 25.10.2022

X

Tlepekma/ BiTHORINAc OPHTIHATY




AEPKABHA CIIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMM ¥ KHIBCBKIM OBJACTI

npob. Ceitnianol Haait, 3, m.Knis, 02099, Tes/daxc: {044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BHCHOBOK
Npo AKICTHL BBe3eHoro B YKpainy jikapeskoro 3acoby

26.09.2023 Ne 46876/23/10101

OME3®
(ualimenysarms tikapeskoro sacofy rigne 3 peccTpantiianM nocsiztennam)
Karcynn no 20 me; no 19 kancyn y Gricrepis o 3 Ghicrepn ¥ Kopodui
(thopma Bumycky, KOIYBREHEA, B MAKYBAHEA niKapcekore 3acoby)

Howmep peecrpauitinoro noceigvenns UAM0235/02/01 cTpok Ail peectpantitroro moceiauenns 01.01.2099

Cepia nixapcerora sacoy Ne B2301853 Kinbxicts BBe3eHOTO Hikapcrkoro sacoSy 65130
Bupobunk A-p Peari’c Jlaboparopic Jitn, ®TO — 11, Inxia
(untinentyBanng nupaBaHKa TKAPCEKOTO 38000y, Kpaina TIOKODKEH]IR)
Beeseno B Yipaiay TosapueTno 3 bmeAceHoI0 BianoripansHicro "p. Peaaic Jadaparopiz", igenT.
roa: 37560808

(nabimenysauna 1a kop 32 CIIPTIOY opmrior ocobu abo npizenme, im'a, o Gatsxosi iznypci
ocobu - migapremng, T micue NpoxuHBanns ta peecTpauiinmi HOMEp OGMiKOBOY KOPTHH TNATHHER
nopaikie 860 cepia T2 HoMep macnopTa)

Iporakon sisyanenore konrpoenm sin 20.09,.2023 Ne 2990/2,

3a  peaymbratami  AepABHOrO KOHTPONK  BCTEHOBNEHO, WG JIKapeekHii  3acif  npeacuo B Ypainy =3
JOTPHMAHHAM BUMOT 3aKOHOMABCTES HOAO 3A6E3NeUeHNs AK0CT] nikapcsxpx 3acofis.

Ipunaa DARAMAR

{infuinm Ta npizenne)




Dr.Reddy’s ‘%."

CERTIFICATE OF QUALITY

CEPTHOIKAT AKOCTI

Page/Crop 1 from/s 5

1 Capsule cuntains: Omeprazole 20 myg

-I_’Fnduct: OMEZ, capsules 20 mg Ne30 (10 x 3} in blisters
Mpoaykt: OME3® kancysin no 20 mr Me 30 (10x3) y 6uicTepax

1 kancyna mictuTe: Omenpazoay 20 mr

Country of manufacturer: India
Kpafua-supobunk: THain

Batch / Cepin Ne: B2301853

YOAKOBKH

Batch Quantity / O6’em napril: 65219 packs / 55219

Halytical Report / AnaniTnunu#i 3eir Ne: 2002FP2300 1684

Date of Analysis/ Jata sunpo0ysanna; 18-07-2023

Date of Manufacture / JaTa supofunurea: 06/2023

Date of Expiry/ Tepmin npuaarnocti: 05/2026

NeUA/)235/02/01

Registration certificate / Peccrpaniiinoro nocsiguenns Ne:

Valid till / Qilicae no: unlimited / neobmeneno

Order of MOH: M 1212 dated: 30.05.2019 / Hakas MO3 Ykpainu: Ne 1212 gia 30.05.2019

Size and type of the package / Poamip Ta THN nakysanus:

Ukrainian /
10 xancya vy

10 capsules in blister; 3 blisters per carton with labelling in

MapKYBAHHAM yYKpPATHCHLKOO MOBOIO

Gaicrepi; 3 Onictepn y wopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenyaanng, agpeca 1a Homep
JineHsil BHpoOHNKA TA KOHTPOMIO AKOCT:

Survey No. 42p,

Dr. Reddy's Laboratories Ltd., FTO - 11

Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

A-p Peaai’c JlaGoparopic JIta, ®TO — I1, Ainbuuun N 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. Bauymani, Bauynani
Manpama, okpyr Meavwan Maakaitripi - 500090, wrar
Tenauraua, Inain, Jlinensia Ne 63/RR/AP/96/F/R

43, 44p, 45p, 46p, 53, 54 & 83, Bachupally

Test / Tect

Results / PezynbTaTu

Specification / Cneundiranin

1. | Description / Onuc

'2 size hard gelatin capsule shells with
colourless transparent body and pink
coloured transparent cap, having
“OMEZ” imprinting on both body and
cap and filled with white pellets.

/ Teepai wenaTMHOBE OpO30pPi KaNCyan
po3mipom 2, 3 MmapkysaHHam OMEZ, 3
G6e3bapBHUM  KOpRYycOM Ta POMKEBHM
KORMAYKOM. Bwsict kancyn Gini
nenetu.

*2 size hard gelatine capsule shells with
colourless transparent body and pink
coloured transparent cap, having “OMEZ”
imprinting on both body and cap and filled
with white to off white peliets / Tsepai
KENATHHOBI NPO30pi Kancynu poaMipom 2, 3
MapkyBanuam OMEZ, 3 0Oe3xbapsuum
KOPIYCOM T2 pOXeBUM KoOBnauxoM. Bmicr
kancyn — 6ini abo Malbxe 6ini nenern.

Identification / Inenrudikauis
a) UV spectrophotometry
method / MeTon V-
cnektpodoToMeTpIl

b} By Liquid chromatography /
MeToA pinnHHOT xpomarTorpadii

Complies as prescribed / Binnosizae
BUMOCaM

1 Hl

A

3 .

a) The UV absorption spectra of both
standard and sample preparation shall
exhibit maxima at the same wavelength. /
Y®-cnexTpn BUNpPoLOBYRAHOIO e
CTAHAAPTHOrC PpO3UMHIB MOBWHHI Matu
MAKCHMYMH [IPH OAHAKOBIH JOBXKHHI XBUA.
b) The retention time of the major peak of
omeprazole in the chromatogram of the
sample preparation should correspond to the
peak of omeprazole in the chromatogram of
the standard preparation. / Hac yTpumyeanus
niky, akuit Bianosigae oMenpazony, Ha
XpomaTorpaMi BUNpoGOBYBAHOTO PO3HUHY
MAa€ BiANOBiZATH 4aCy YTPUMAHHS TIiKY
omenpaaony H2 XpOMa i

i

Remarks: The product confirms to above specifications
MpamiTka: [Tpogyxr Blinnorinac sumesasHavenil cnetndixauil

Prepared by / TecTynas:
D. Latha / Quality control- Team Member

Document Checked by / [lepegipue: :
A. Susmitha / Quality control- Tear§

Member @d

Sign & Date / [Tianuc/ara: 18-07-2023

s Ta INocaa:




CERTIFICATE OF QUALITY
CEPTH®IKAT AKOCTI

Dr.Reddy’s €6

Page/Crop 2 fromia §

|“P_rod uct: OMEZ, capsules 20 mg Ne30 (10 % 3) in blisters
Mipoaykr: OME3® kancyin no 20 mi' Ne 30 (10x3) y Gaicrepax
1 Capsule contains: Omeprazole 20 mg

I kamcyna MictuTe: Omenpazony 20 mr

Country of manufacturer: India
Kpaina-supoGuux: Inuis

Batch / Cepia Ne: B2301853

Batch Quantity / O6’em napril: 65215 packs / 55219
YNaKoBKH

Analytical Report / Auaairnunnii 3sir Ne: 2002FP23001684

Date of Analysis/ JaTa eunpofysanns: 18-07-2023

Date of Manufacture / laTa eupofuuurea: 06/2023

Date of Expiry/ Tepmin npuaarrocti: (5/2026

Registration certificate / Peectpaniiinore nocgiguenns Ne;
NUA/N235/02/01

Valid till / Tiiiche ao: unlimited / HeoOMeneHno

Order of MOH: No 1212 dated: 30.05.2019 / Hakas MO3 Yrpaiuu: Ne 1212 sin 30.05.2019

Size and type of the package / Posmip Ta THI nakysaHus:

10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

10 wancyn y Gaicrepi; 3 Onicrepm y xopobui 3
MAPKYBAHHAM YKPaTHCLKOID MOBOI

Name, address and numbers of the licenses of manufacture
and quality control / HalimeHyBannn, agpeca Ta Homep
JNinensil BpoGHHAKA TA KOHTPOJIIO AKOCTI:

| Tenanraua, liain, Jliveniin No 63/RR/AP/96/F/R

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

A-p Peani’c TabopaTopic Jita, ®TO — 11, Ainbunun Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynani, Bayynani
Mannan, oxpyr Meayaq Mankaiiripi - 500090, wrar

3. | Diameter / JliameTp
5.85 MM - 6.09 MM

5.85 mmto 6.09 mm/

[ 6.00 mm % 0.30 mm (Between 5.70 mm and
6.30 mm) /
6.00 £ 0.30 mm (5.70 MM — 6,30 MM)

4. | Length / llosxknna

17.76 mm to 17.82 mm /
17.76 MM — 17.82 MM

17.80 mm = 0.50 mm (Between 17.30 mm
and 18.30 mm)/
17.80 = 0.50 MM (17.30 MM — 18.30 mm)

5. | Average weight / Cepeans maca 328.1 mg/328.1 mr

333.0 mg = 7.5% (Between 308.0 mg and
3579 mg)/
333 mr+ 7.5% (308.0 mr — 357.9 Mr)

6. | Average net fill weight / Cepenma
Maca BMICTY Kancyau

267.5mg/267.5 mr

270 mg + 10.0 % (Between 243.0 mg and
297.0 mg)/
270 mr £ 10% (ein 243.0 Mr ao 297.0 Mr)

7. | Water / Boaa 1.3%w/w

Not more than 3.0% w/w / He Ginbuie 3.0% .

8. | Lossondryingat 60 °C ata 0.7%w/w
pressure not exceeding 0.7 kPa
for 4 hours / Btparta B maci npn
BucywyBaHHi (60°C, Tuck He

e 0,7 klla nporarom 4 roguH)

!Wl
r\ﬂ;\(‘\ ( ‘P_O
;.‘n_.\ et -
LC

niad
JOKY VEHTIB

.0% w/w / He Ginble 3.0%

xzo

A
J’-,H .'
/

B

| Remarks: The product confirms to above specifications
TlpumiTka: TlpoaykT Binnoriae Bultesaznauediin cneurdirkanii

Prepared by / Tectygas;
D. Latha / Quality control- Team Member

[ g Member %

Document Checked by / INepesipus: 5'-
A, Susmitha / Quality control- Tear®

fhe and Position /
1'4 14 [Tocana:

Ky Qual v Asstirance-
L sovi

Sign & Date / Tlinnuc/Tara: 18-07-2023
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_ Dr.Reddy’s €3¢

CERTIFICATE OF QUALITY
CEPTUHDIKAT AKOCTI

Page/Crop 3 from/s 5

Product: OMEZ, capsules 20 mg Ne3( (10 x 3} in hlisters
Mpoaykr: OME3® kancynu no 20 mr Ne 30 (10x3) y Gaicrepax
1 Capsule contains: Omeprazole 20 mg
| 1 kapeyna MieTHTh: Omenpazoay 20 mr

Country of manufacturer: India
Kpatua-sHpobnnk: Iuaisn

Batch / Cepia Nu: B2201853

Batch Quantity / O6’em napTif: 65219 packs / 65219
YIAKOBKH .

Analytical Report / AnaaiTHunnii 3siT No: 2002FP23001684

Date of Analysis/ lata punpo6yeanna: 18-07-2023

Date of Manufacture / JaTa supofunurea: 06/2023

Date of Expiry/ Tepmin npuaarnocti: 05/2026

Registration certificate / PeccTpanifinoro nocnizdenns Ne:
MUA/235/02/01

Valid till / Jiicue po: unlimited / neobmMeweno

| Order of MOH: Ne 1212 dated: 30.05.2019 / Hakai MO3 Ykpaiuu: N 1212 sia 30.05.2019

Size and type of the package / Po3mip Ta THD nakyeauus:

10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

10 xancyn y OGuaicrepi; 3 OaicrepH y kopobui 3
MAPKYBAHHAM YKPATHCEKO010 MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / HajliMmenyBanusn, afpeca Ta HOMep
JMiuen3ii BupoGHHKA TA KOHTPOJIO AKOCTI:

Dr. Reddy’s Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Yillage, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

J-p Penai’c JlabopaTopic Jita, ®TO — I, Jitkuuua M 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. bauynani, Bauynani
Maungan, oxpyr Meagan Mankaitripi - 500090, wrat

| Tenanrana, ingis, Jiuemsia Ne 63/RR/AP/96/F/R

9. | Uniformity of Weight for net fill | Complies / Bianoeizac When 20 capsules are weighed, not mote
weight of capsule / OanopianicTs than two of the individual weights deviate
MacH BMicTy Karcya from the average weight by more than 10%

w/w and no capsule deviates by more than
20% w/w. / Ilpu 3paxyeaHHi 20 xameyn
npunyctumo He Ginbure 2 iHAMBIAYANBHHX
Mac 3 BiAXHNEHHAM Bid cepeaHnoi macu
Ginbwe Hix Ha 10% Ta XoaHO! Kancynu 3
BiEXunenHam Gineie Hik Ha 20%

10. | Uniformity of dosage units / 4.4 AV<15.0
OHOPIAHICTS A030BAHUX
OAUHU LB

" 11, | Dissolution in 0.1 M HCl/ 2%, 0%, 1%, 4%, 0%, 0% Not more than 10% of Omeprazole is

PO3uMHHICTE ¥ dissolved after 2 hours / He Ginewe 10%

0,1 M posuuni HCI _—| OMENpa3oNy pO3UUHAETLECA npoTaroMm 2
e HO o

12, | Dissolution &~ | Not1&8s than 70% (Q) of the labeled amount
in pH 6.8 phosphate buffer 94%, 94%, 94%, 92%, 94° 3 ? f'-1 % ole should dissolve in
(calculated as Cy7H 9N30:8) / ' % minute: \\/ He mMenwe 70% (Q)
Po3uuHHicTs ¥ OyepHOMY m&.ﬁb‘ KinbKocTi omenpazony Mae
PO34MHI ] s/ npoTarom 30 xBunuH
pH 6,8 (B nepepaxyuky Ha /S
C7H19N30s8) )

Remarks: The product confirms to above specifications
Mpumitka: [Tpoavkr Bianosinae BHILgsa3HaYe il crienndiikauil

Prepared by / Tectypas:
D. Latha / Quality control- Team Member

L,%,

Document Checked by / Iepesipub: 5;

Sign & Date / ITianuc/Mara: 13-07-2023




CERTIFICATE OF QUALITY

Dr. Reddy’s ":‘ CEPTHOIKAT AKOCTI

Page/Cyop 4 fromAa 5

Product: OMFEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Npoaykr: OME3® kancyau no 20 mr M 30 (10x3) y GnicTepax
1 Capsule contains: Omeprazole 20 mg
| 1 kancyna micTHTE: Omenpazony 20 mr

Country of manufacturer: India
Kpatna-eupobuuk: Innis

Batch / Cepin Ne: B2301853

Batch Quantity / O6’em napril: 65219 packs / 65219
YHAKOBKH

Analytical Report / AnaniTnunnif 3giT Ne: 2002FP23001684

Date of Analysis/ lara sunpobyBannn: 18-07-2023

| Date of Manufacture / {aTa supoGanursa; 06/2023

Date of Expiry/ Tepmin npuaaraocti: 05/2026

Registration certificate / PeccTpauiitnoro nocsinuenna No:
MUAA235/02/01

Valid till / Jjiicne no: unlimited / HeoGMemxeHo

Order of MOH:; Ne 1212 dated: 30.05,2019 / Haxa3 MOQ3 ¥Ykpaiun; Ne 1212 sig 30.05.2019

Size and type of the package / Po3mip Ta THN nakyeannn:

10 capsules In blister; 3 blisters per carton with labelling in
Ukrainian /

10 xancyn y Onicrepi; 3 Onictepr y xopoGui 3
MAPDKYRAHHAM }'KpBTHCbKOIO MOBOH}

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenyeanus, agpeca Ta HOMep
Niuensii BupobHUKA TA KOHTPOA AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - [1

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/6/F/R

A-p Peagi’c JlaGopaTtopic Jita, ®TO - I, Ainenuua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. bauynani, Bauynani
Maupan, okpyr Meguan Mankaiiripi - 500090, wrar
Tenaurana, lnais, Jineusia Ne 63/RR/AP/96/F/R

~ 13. | Related substances:
Highest individual impurity

Not more than 0.5% / ne Ginbine 0.5%

(calculated as Ci7H1oN3058) /
KinskicHe BH3HAYEHHA
oMenpaszoay B kancyni (B
nepepaxynky Ha Ci7H oN3(038)

Total impurities / Jomiwku: 0.00%
ualiGin bLup'l' iHauBigyaneHoi 0.1% Not more than 2.0% / ve Ginbine 2.0%
CcyMa JIOMIlIoK '

14. | Assay 20.2 mg/capsule / At the time of release: from 19.0 mg to 21.0
Each capsule contains 20.2 mr/kancyny mg (from 950% to 105.0% of labeled
Omeprazole 100.9% amount)

At the time of stability: from 18.0 mg to
22.0 mg (from 90.0% to 110.0% of labeled
amount) /
MOMEHT BHOYcKy: Bim 19.0 a0 21.0 mr
T 95.0 % mo 105.0% HoMinanibHOY
\ U | RidhRbeT)

;LL)H.\'\‘-‘"-”Hﬁp‘Qﬁm M TepMiHy npupatHocTi: Bim 18.0

15. | Microbiological purity /
MikpoGioncriuka udcroTa:

3arankHa KinbKicTh aepobnux K¥YO/r
Mixpoopranizmie (TAMC)

a) Total aerobic microbial count/ | Less than i0 CFU/g

o2 (gin 90.0 % 110.0 %
“Eajl“ﬂﬂgm@ b:(:'l' Kiill;uxocﬁ) 0 ’

b) Total yeasts and mold count / Less than 10 CFU/g / menme wix 10 b) Not more than 100 CFU/g / ue 6inbiwe

3araieHa Kinskicts apimaxosux | KYOQ/r 100 KYO/r

T8 mnichasux rpudis (TYMC)

¢) Escherichia coli Absentin 1 g/ BiacyTHiB I T c) Absentin | ngin/cpaHi Blr
G

| Remarks: The product confirms to above specifications _
Mpumitka: Tpoayxr sianosifae BRwWe3aInaueHiii eneyndikauii

Member
K @

Prepared by / Tectysap: Document Checked by / Iepesipua: 5;
D. Latha / Quality control- Team Member |A. Susmitha / Quality control- Tean

§1¢8e and Position/
gm’s ta [Toeana:
¥ Quality Assurance-

Sign & Date / Tinnuc/Mara: 18-07-2023  Sign & Date / Iianuc//lata; 18-07-2023 [SiMaighiiaue®®!ianuc/ Jlara: 18-07-2023




CERTIFICATE OF QUALITY.
CEPTH®IKAT AKOCTI

Dr.Reddy’s ":‘

Page/Crop 5 from/a 5

Product: OMEZ, capsules 20 mg Ne3{t (10 x 3) in blisters
MpoxyxTt: OME3® xancyan no 20 mr N 30 (10x3) y 6nicrepax
1 Capsule eontains: Omeprazole 20 mg
1 kancyqaa MicTHTL: Omenpazoay 20 Mr

Country of manufacturer: India
Kpafua-pupobunk: Ingis

Batch / Cepia Ne: B2301853

Batch Quantity / 06’em naprii: 65219 packs / 65219
YNaKOBKH

Analytical Report / AnaniTnunnii 3siT Ne: 2002FP23001684

Date of Analysis/ lara sunpobysauus: 18-07-2023

Date of Manufacture / lata supoGunurea: 06/2023

Date of Expiry/ Tepmin npunathocti: 05/2026

Registration certificate / PeecTpanilinoro nociauenna No:
NeUAA235/02/01

Valid till / Jificee no: unlimited / Heobmexeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakaz MO3 Ykpainus: Ne 1212 sip 30.05.2019

Size and type of the package / Po3mip Ta THD naKyBaHHA:

10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

10 wameyn y Onicrepi; 3 Onicrepr y xopobui 3
MAPKYBAHHAM YKpATHChKOK MOBOH

Name, address and numbers of the licenses of manufacture
and quality control / Halimenyeanua, aapeca T4 HOMep
Jtinen3ii BupoGHUKA TA KOHTPOJIIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - II

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

J-p Peani’c JlaGopaTopic Jita, @TO - 11, Ainewuna Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. Bauynmani, Bauynani
Manpan, oxpyr Meayan Mankafiripi - 500090, wrar
Tenauraua, Ingis, Jlinensin Ne 63/RR/AP/96/F/R

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the Jocal Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records

were reviewed and found to be in compliance with GMP.”

Hexnapauist npo ceprudiranito: “Lium 3acsinuyro, wo sumeBnknageHa iHbopmauia cnpamkHa i Touna. Ls cepis npomykry
Oyna BHIOTOBRJIGHE, BIJNOHAIOMH YMAKOBKY/MapKyBaHHA TA TEPEBipKY AKOCTi HA BUIME 3ramaHoMy caliti (ax) y nosniti
sinnosinHocti 3 Bumoramu GMP  micuesoro Peryastopuoi oprawy i mianomizmo ao cnemwikanifl, wo MicTATecA B

peECTpaulﬁHomy nocke / Toprosiii miuewsii kpaiuu- lMI'lOpTepa

abo y mocee cneuudnxau.n npoaykTy Ans AOCNiKYBAHKX

nikapebkux 3acobin. JokymenTy mo o6pobui, ynakosui Ta ananisy 6yau neperiAHyTi Ta BCTAHOBACHO BimnopigHicTe GMP."”

——

nad
LU}\\ VEHTI
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Remarks: The product confirms to above specifications
MpaMiTka: [ponykT BiZNoBigae suwesainaueHiii cnewndikauii

Prepared by / TectyBas:
D. Latha / Quality control- Team Member

Member:

Document Checked by / Tlepeipua: 5'-
A. Sosmitha / Quality control- Tearl}

e and Position /
gv’a Ta [Mocana:
o Quatity Assurance-

Sign & Date / [Tignnc/Mara: 18-07-2023




- 0.
Dr.Reddy's ‘a}‘

CEPTUDIKAT AKOCTI
Crop. 132

Ipoaykr: OME3® kancyn ito 20 mr Ne 30 (10x3) y Gnicrepax Kpaina-supoGune: Ingin

1 kancyna micrars: Omenpazony 20 yr

Cepia No: B2202374 O6'em napril: 65477 ynarkosxn

Ananituannii 3sir Ne: 2002FP22001680 Hata punpobysauna: 24,08.2022

Hara supobanurea: 05.2022 Tepmin npuaaruocri: 04.2025

Ne peccrpaniiiHoro nocinaennn: UA/0235/02/01 Aliiicue 10! neobmexeno

Haraz MO3 Vipaiuu No 1212 wig 30.05.2019

Po3yip Ta THN nakyBan b 10 xavey y Gnicrepi; 3 Gaicrepn y icopodui 3
MADKYBAHHAM YKPATHCL KO0 MOBOIO

Haiimenysanns, anpeca Ta nomep mien3ii Bupobuika Ta A-p. Penai’c JlaGopatepic Jxa,

KOHTPOJIED AKOCTI: Bupotuiua ainexuma - II, Tinesnui Mo 42, 45, 40, <.
Bauynani, oxpyr Meauan  Maakaiiripi, wrat
Tenaunrana, Bauynani Maunpai, Inais,
Ne63/RR/AP/96/FIR

Ne

Teer PesyapTaTn Cneundikania
3/m
1. |Omuc Teepai wenaruuosi npozopi | Teepai menarHHoBi Opo30pi Karcynu posmipoM 2, 3

Kancymm  posMipom 2, 3 | mapkymammam OMEZ, 3 BesbapBHHM KoprycoMm Ta
mapkyeainsm  OMEZ, 3| powepum xoBnauxom. BuicT kancyn — 6ini abo maitxe
Oe3dapBHiM  KophiycoM  Ta | 6ini meneTH.

POKEBHM KOBMAukoM. Bwmicr
Kancyn ~ 6iti neneru.

2. | Inentujixauin

a) Metoa Y- Bianosinae sumoram a) Y®-ciiekTpH BHIpoSOBYBaHOre Ta CTEHAAPTHOrO
cnekTpodioToMeTpil POIUMHIB MIOBMHHI MATH MAKCHMMYMM [pH QIHAKOBiH
ACRKIHI XBAIL.
0) MeToa piadHuoi Binnosigae ruMoram ©) UYac yIpumysauss miky, skuii  pignosimae
xpomartorpagir OMENpaz0y, HA XpomaTorpaMi BunpoGOBYBaHOro
PO3MMHY Mae BIANOBiAATH 4acy yTpuUMaHHS Niky
OMENPa3oIly  Ha  XpOMaTorpasi  CTaHAAPTHOrO
pO3HHY,
3. | diametp 5.92 MM —6.10 MM 6,00 + 0,30 mm (5,70 am — 6,30 mm)
4. | Hoexuna 17.78 MM — 17.92 Mm 17,80 £ 0,50 MM (17,30 mat — 18,30 mmt)
3. | Cepenns maca 3334 mr 333,0 Mr + 7,5 % (308,0 mr —357,9 Mr)
6. | Cepenns maca BMicTy Kancymu | 272.2 Mr 270,0 Mr £ 10 % (Bix 243,0 mr go 297.0 Mr)
7. | Boaa 1.3 % He 6inblue 3,0 %
8. | Bapara » maci npu sucymypansi | 0.7 % He 6impme 3,0 %
(60°C, Tuck we puwe 0,7 xlla
npoTaroM 4 roa)
9. | Oanopizsicts macH smicTy Bianosinae [Tpu 3eaxysamii 20 kancyn npumycTHMO He Binbme 2
Kancyn IHIMBIZYATEHUX MAC 3 BIZXHJEHHAM Big Copenuboi
MacH Ginsie Hix Ha 10% Ta momuol wamcynm 3
gy BiAXHMJIEHHAM Biblue mix ua 20%

10. [ Onxopianicts nososanux
ONHHHIE

11. | Pozummnicts y

0,1 M pozunni HCL !
12.| Posunrnicts y 6ydepuofi s
pO34MHi \
PH 6.8 (b mepepaxynxy 1
Cy7H19N;0,5)

AV<15.0

He 6inpme 10 % omenpasony npotarom 2 rogan

He wenure 70 % (Q) Homimanuiol KimekocTi
OMETIPAZONY MAE PO3UUHUTHCA NpoTAroM 30 XB

13. | Jomimku:

4
B

HaiGinemol inauei AyansHo} e He Ginpi : / P
He Buxaneno yepaina o e &

CYMa JOMIMgK He 61
14.| KinskicHe Bu3HageHns 20.0 mMr/kancyny Ha i 0 21,0 mr
oMempazony s xancyai (B 99.8 % { Coy {16 HOT KiITLKOCTL).
£ “J AP, PEAA'C B32
Mpuatitka: TlponykT piononigae srmezaznavenii crrenid)ikauii = D& el .
Tecrypas: Hokyment nepesipenii: » wmo%@'gé A AKOCTI
3194955 @:5{" CTEHT MEHeIIKepa
Hara: 24.08.2022 JHara: 24.08.2022 O 4Ty, o
Tlepexnan sixnosinac opurivany Oped ¥

/@?(.OU’(, .Jv(/oa// @f(jr aqoflgpﬂz ﬁw -

T



Dr.Reddy’s €3¢

CEPTUDIKAT AKOCTI

Crop. 232

1 kancyna micrure: Omenpasosy 20 mr

Hpoayxr: OME3® kancysu no 20 mr N 30 (10x3) y 6aicrepax

Kpatna-snpobuuk: Innis

Cepis Ne: B2202374

Od'em napTii: 65477 ynaxoBku

Ananituannii 3gir Ne: 2002FP22001680

Hara sunpoGysanna; 24.08.2022

Hata Bupobunursa: 15,2022

Tepmin apuaarnocri: 04.2025

Ne pecerpaniiinoro noesinuennn: UA/0235/02/01

Jiiicue 10: neobmexeno

Haxal MOC3 Vkpatuu Ne 1212 Big 30.05.2019

Posmip Ta Tun nakypannn:

10 kaneyn y 6aicrepi; 3 Gnicrepu y wopobui 3
MAPKYBAHHAM YKPATHCLKOI0 MOBOIO

Haiimenyranusn, anpeca ta noxep Ainensii sBnpobuuxa ta
KOHTDOITIO IKOCTI:

J-p. Peani’e Jla6opatopic JiTa,
Bupobuuua ginenunn — II, Jiaeuuui Ne 42, 45, 46, o

Bauynani, oxpyr Menean  Mansaiiripi, mrar
Tenanrana, bauynani Mamnaan, Litin,
Ne63/RR/AP96/F/R

nepepaxyaky Ha C17H,N;0:8)

[poraroM Tepminy npuagatiocti: min 18,0 mo 22,0
mr/kane (Bin 90,0 % po 1100 % upomuHaneHo!
Kimbkoeti).

15.

MixpoGionoriusa unctoTa

a) 3araneHa KiTbKicTo aepoBHIx
mixpoopranizMis (TAMC)

6) sarajibHa KiNEKicTs
APIHAMOBHX TA MIICHABMX
rpubis (TYMC)

B) Esherichia coli:

a) menme 10 KYO/r
8) menwe 10 KYOQ/r,

B) BiacytHin | r

&) ue Ginsure 1000 KYO/r

6) ne Ginpwe 100 KVO/r,

B) BigcytniB L

dexnapauia npo ceprudikanio
“Lv 3aceinuylo, mo mRmeRnknagena indopmauis cnpaskut | rouda. Ll cepis npoaykry 6yma BMrOTOBAEHA, BIUTKYANMH
YNAKOBKY/MAPXYBAHHA TA TEPEBIpKY AKOCT Ha BUlLe sranasoMy caifti {ax) y noewiif signosizmocti 3 BuMoramu GMP Micnesoro
Peryaaropuol oprady I slanosigHo 10 creimdixauiii, mo Mictatscs o peccTpaniiinony nocke / Topropiil ninensii kpainn-imnoprepa ado

Y hocke creuddixacii NpoAYKTY mnm MOCHiDKYBaHMX JTika

[CPErNsHYTi Ta BETAHOBNEHO BianoBigHicrs GMP,”

pebKkuX 3acobiB, [lokyMenTs mo o6pobui, ynaxosui Ta aHAmzyY OyaH

Ypumirka: lMponykr siznosinae puuesasHaveHiit cieunbixauii

Tecrysas:

HokymeHT nepesipennit:

[Mara: 24,08.2022

Hara: 24,08.2022

epexnan sinnosinac opurinamy
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AEPIIKCITYXKBA
JEPKABHA CJIYIKEBA 3 .JIIKAPCI)KI./_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KMIBCBKIU OBJIACTI

npocnext Banepis Jlo6anoBebkoro, 51, M. Knis, 03110, Ten/taxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,htips://www.dls.eov.ua Koz €JIPITIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3eHOro B YKpainy JikapehKoro 3acoly
30.09.2022 Ne 38268/22/10
OME3®

(naiiMeHyBarHs nikaposkoro sacody 3rigmo 3 peecTpauifimum mocigYeHHIM)
kancynn 1o 20 mr no 10 kancya y 6aicrepi; no 3 OJicTrepu v kopo6ui

(thopma sunycky, nosysanus, nug makyBades AKAPELKOro 3ac08y)
Howmep peectpaniiinoro nocaimuenns UA/0235/02/01 crpok aii pecerpauitisoro nocrinuerns 01.01.2099
Cepia nikapcekoro sacoby Ne B2202374 KinbkicTs BRe3enoro nikapebkoro sacofy 80

BupoGHik H-p Peani'c Jlaboparopic Jta, Bupobruya aineHuLs - 11, [unis

(HaiiMeHyBaHiy BUPOGHUKA HKAPCHKOTO 3aco0y, KpalHa NeX0IxenHs )

Beeseno 8 Yrpainy ToBapucrso 3 06MeKeHOW BIINOBITANLHICTIO "Ip. Peaai'c
JlaGopatopiz", izenr. kox: 37560808

(naiimenysanus Ta xoa 3a EJPTIOY opuanuHOT 0cofu abo npisenine, imM's, Mo GaThbkoBbi
thisranoi ocoby - mianpuesi, 1i Micue npoxuBanm T2 peecTpauiinuii HoMep o6nikoBoi
KapTKH NIATHHKA MOJATKIB a00 cepin Ta HOMep macropTa)

IIporokon Bisyanshore xourpome sin 21.09.2022 N 2368/3.

Jlaboparopuuii anania skocti nikapeekoro 3acofy 3aificHenuii:

TOB "Texnona6" (M.JIsBie, By, Jlanuna Anocrona, 2)

(HaliMeHYBaUHA Ta MiCIE3HAXODKeHHS nafopatopil, wo nposena naGopaATOPHHI aHAT AKOCTI)

BHCHOBOK W00 AiKOCT] siikapebKkoro sacoBy, sunaunit taboparopiero vin 30.09.2022 No 0849
Pesyntrati naGopatopuoro ananisy sxocri nikapcekoro 3acoy 3a nepesipenumu moka: e BRIORITA10TE
BHMOTAM METOIB KOHTPONK AKOCTI (aHaMiTHYHO-HOPMATHBHOT JOKYMEeHTAalii). ' :

3a pesynkTaTaMM MEpKABHOIOG KOHTPONIO BCTAHOBNIEHO, [0 nixapcekii ff &k

AOTPHUMAHHSIM BUMOT 328KOHOJABCTEE OO 3a6E3NCUEHH AKOCT] TiKapChily
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TIEPKIIKCITY KBA
JEPXKABHA CJIY)KBA 3 IKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KMIBCBKIIA OBJIACTI

npocrnexT Banepis Jlobanosceroro, 51, M. Kuis, 03110, Ten/daxe: (044} 363-06-50
E-mail: dls.ko@dls.gov.ua,https://iwww.dls.gov.ua, Kon €JIPIIOY 37078774

BHCHOBOK
Tpo SIKICTh BBE3eHOTr0 B YKPaiHy JiKapeLKoro 3acoby
29.11.2022 Ne 50095/22/1011
OME3®

{(HaftMenyBanua miKapchkoro 3acofy 3riTHO 3 peecTpauiftuM NIOCBIAYEHHIM )
Kancyau mo 20 mr o 10 kancya y 6aictepi; no 3 Gaicrepn y xopo6ui

{bopma BurtyeKy, 103yBaHHA, BUI NAKYBAHHS NIKAPCHKOTO 3aco0y)
Howmep peecrpauiiioro nocsinuenns UA/0235/02/01 crpox aii peectpaniiiroro mocsimuenns 01.01.2099
Cepis nikapeekoro 3acoby Ne B2202374 KinekicTe BBe3¢HOTO Nikapeskoro zacoby 46080

Bupobauk H-p Pepni'c Jlaboparopic JIta, Bupo6uuua ainsauis - 11, Inais

(HaliMeryBanHs BUPODHUKS TiKapckkoro 3acofy, Kpaika MOXOHKEHH )

Beesero r Ykpainy ToBapucTBo 3 o6mexenolo BianoizaanuicTio "Jp. Peai'c
JlaGoparopis", inenr. koa: 37560808

(naiimenysanus ta kog 3a CAPTIOY opHauaaoi ocobu 2o npiseuule, iM'a, 10 GaTEKORI
dHzermol ocobu - mianpuesu, ¥ micue nposxuBanEs Ta peecTpaLiiiHmil HoMep obnikosoi
KapTKH TINATHUKA NI0AATKIB 260 cepid Ta RoMep nacmopra)

lporoxen Bisyansnoro wourponmwo siz 22.11.2022 N 3088/1.

3a pesyneTataMH ACPKABHOIG KOHTPOMID BCTAHOBAEHO, [0 nikapceku#  3aci6 BeeleHo B Ykpalhy 23
AOTPHMAHHSAM BuMOT 3aKOHOARCTRA QKO 3afe3neuenas aK0CTI TiKAPCBKHX 3aC00iB.
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CEPTUDPHKAT KAYUECTBA
Crp.1u32
Mponyxt: OME3® kancyast mo 20 mr Ne 30 (10x3) s Gnncrepax Crpauna nponspoacrsa; Muaua
1 kancyna conepant: Omenpasosa 20 mr
Cepusn Ne: B2000290 O6nem naprun: 64437 ynakoskn
Anaautruyecknii oruer Ne: 2002FP20001955 Hara weeaegoanns: 18.11.2020
Hara npoussoactea: 09.2020 Cpow rognocrn: 08.2023
Ne peructpaunonnore csuaereancerea: UA/235/402/01 JeHcTBHTENLIG 10; HEOTPAHHYICHO
IMpukas MO3 Ykpanns Ne 1212 or 30.05.2019
Paimep o TUN ynakoBKu: 10 xancyn B Gancrepe; 3 fmicrepa B Kopolie ¢
MAPKHPOBKOIi HA YKPANHCKOM AI3bIKC
Haumcenonanne, agpec 1 HoMep IHUCH3HH NPOH3BOAHTEAN H A-p. Peaon’c JlaGoparopuc JiTa,
KOHTDOJIA KAYCCTBA: IMpoussoacreennstii yuaerox — 1I, Yuacren Ne 42, 45,
46, c. Bauyoann, oxkpyr Meauan Mamaiirupn, wray
Tenanrana, Bauynann Mawnpgan, Higun,
NeG3/RR/AP/P6/F/R
Na
Tecr PesyasTarst ITo cneundnxaunn
n./m.

1. | Onucanne Teeprsie wejaruHossie | TBepinie  KENAaTHHOBBIC — NPO3PAUHBIE  KATCYIIBI
npo3payHLie Kancynul | pasmepom 2, ¢ Mapxuposkoit OMEZ, ¢ GecuperHsiM
pazMepoM 2, ¢ MapKUpOBKOH | KOpriycom K poszosblm  koiraukom. Copepmumoe
OMEZ, c GCCUBETHRIM | KATICYN — GC/BIE MM MOYTH BENBIC TICATICTH.
KOPILYCOM H PO3OBBIM
KONMaykoM. Conepxumoe
Kancys1 — Gensie mesiieTh.

2. | Mnenrudmkaipa

a) meToa Yd- Coorsererpyer Tpeboganuam | a). Y O-CMeKTpsl HMCOLITYEMOTO ¥ CTAHAAPTHOrO

CrICKTPOPOTOMET PHH pacTBOPAB  JIOJUKHBI  MMEThL  MEKCHMYMbl  TIpH
OAMNAKOBOH ANMHE BOMNIBL.

0) METOI HHAKOCTHOH Coorsercrayer Tpebopanuam | 0). BpeMsa yoepwuBaHHg MUKa, COOTBETCTRYIOUIETO

xpomMarorpaduu OMENpA3eNY, HAa  XPOMATOTPAMME  HCIBITYEMOro
pacTBopa  JOMKHO — COOTBETCTBOBATH  BPEMENH
YACPKHBAHWA TTHKE OMCMPA30Na HA XPOMATOIpaMME
CTaHaPTHOTO PACTREOPA.

3. | Juamerp 5.99 MM — 6.20 vm 6.00 = 0,30 mn (5.70 v — 6,30 mm)

4. | Jivna 17.54 MM — 17.83 mm 17.80 £ 0,50 mm (17,30 mm — 18,30 mm)

5. | Cpemng macca 329.8 mr 333 mr+ 7,5 %(308.0 mr— 3579 M)

6. | Cpeansas macca COAEPIKHMOrQ 269.6 mr 270 mr =+ 10 % (ot 243 Mr go 297 ur)

KAImeyJibl
7. | Bona 1.2% He Gonee 3,0 %
8. | Morepu & macce npu 0.7% He donee 3.0 %
BhicymuBanun (60°C, napacHue
ue sorte 0,7 klTa B Teuenue 4u4.)
9. | OnuoponHocTs Macehl CoorsercrByeT TIpu B3semmBanny 20 xaneyn nonycrimo He Gonee 2
COASPRHMOTO KAnCyil HBOMBHAYANBHEIX MAacC ¢ OTKIOHEHMEeM OT cpellHcit
maccsl Donee. uem na 10% ¢ HH ofHOH Kancysibl ¢
oTknonenreM Gonee, yeM na 20 %
10.| Onnopoasocts 1o3upoBanimx | 2.4 AV 15,0
€JIHHULL
I1.| PacrBopenue » () %, 0 %, 0 %. He Gonee 10 % omenpasosna B TedeHue 2 4acoB
0.1 M pacrope HCL 0%, 0%,0%
12.| PactBopenue B 95 %, 98 %, 96 % He Metee, 70 % {Q) HOMMHANLHOID KOIMYLCTBA
OydepHOM pacTBope 98%, 96 %, 95 % ACTBOPHTHCS B Teuenue 30 mun
pH 6.8 {B nepecuere na
Ci7Hi9N303S8)
13.| Tlpumech: )
Hanbonsiuel unansaayansuoi | 0.03% sl
cyMmMa npumece 0.1% et
/.
’ ﬁ/ /,W//// =
Hpusesanne: [IpoIykT COOTBETCTRYET BhILIeYKa3zaHHoH cnenpuKannu 4 el e (RO HT -
Tecruposan: JloxyMEeHT TpoRepeH: e D 6ecncqe:-mro KauccTea
/ KpMmHa MoxaH /ACL[/]LTCHT MeHemlcepa
Jara: 18.11.2020 Hara: 18.11.2020 Jara: 18.11.2020 . -

TlepeBon COOTBETCTBYET OPHTHHATY

frau » 0x A /mﬁ/%
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CEPTHOHUKAT KAYECTBA

Crp.2u3z2

Mpoaywr: OME3® kancynur mo 20 mr Ne 30 (10x3) 5 6nuerepax
1 kaneyna cogepaxut: Omenpazona 20 mr

Crpana upoussoxcrsa: Huaus

Cepus Ne: B2000290

O61em napTui: 64437 ynakopkn

Anaauruieckuii oryver Ne: 2002FP20001955

Jara uceneposannn: 18.11.2020

Jlarta nponisoacrsa: 09.2020

Cpox roanoctn: 08.2023

Ne pernerpannokuoro csunerenseraa: UA/0235/02/01

,]leﬁ(.'l‘BHTBJIhHO A0 HEQTpaHHIEHO

HMpukas MO3 Yrpanue Ne 1212 or 30.05.2019

Passep i tnn ynaxoBku:

10 kaneyn B Gynerepe; 3 6ancrepa B Kopolke ¢
MAPKHPOBKOI 1 YKPAHHCKOM H3BIKCE

KOHTpPOIN KadecTBal

Haumenonauue, APCC H HOMED JTHICH3HH NPOH3IBOXHTEIH R

H-p. Pesyu’e JlaGoparopne Jlrp,
IlponsBoacrpenniii yuactok — 11, Yuactkn Ne 42, 45,
46, ¢ Bauynann, oxkpyr Meauan Mankaitrupn, wrar

nepecdete Ha CizHiwNO:S)

Tenanraua, Bauymaiu Maupgadn, s,
NeG3/RR/AP/G6/F/R
14.| KonuuecrseHnoce onpegenenne | 20.2 mr Ha momenT Boinycka; o1 19,0 - 21.0 mr
oMenpasoa B kancyie (B 100.9 %

(o1 95,0 % a0 103,0% HOMHHANKLHOTO KOJIHUECTRA).
B reuenme cpoka roanocti: ot 18,0 — 22,0 mr/ranc
(o1 90,0 % o 110,0 % HOMUUAIBHOTO KOIHYECTBA).

MukpoOnonoruueckas §ueToTa
a) obulee sHCIO apobiniX
aukpooprammsmor (TAMC)

0) obiiee YKUCIO NPOHOIKEBBIX
naecHeBLIX rputos (TYMC)

s} Esherichia coli:

a) menee 10 KOE/T
6) menee 10 KOE/r,

B) orcyrereyer B | r

a) ue donee 1000 KOE/r

0) ne Honee 100 KOE/r.

B) JIOMKHA OTCYTCTROBATL B | 1t

Jexanapanus cncuudukanuu: "ITHM 5 YI0CTOBEPAIO, UTO BLILICHIIOWEHEa HEQOPMALMA NOANHHAA ¥ Touua. Cepusa npoaykTa Ghima
Npeu3BeieHa, BKIOYas YNaKoBKY/MapKHPOBKY M NPOBEPKY KauccTBa Ha BBIIIE YIIOMAHYTOM caifTe(ax) B NOJHOM COOTBETCTBHH C
Tpebopanusmy GMP mectHoro PerynaropHoro oprana ¥ co cnelM()MKanuAME B PerHcTpalMonHOM CBHAETE/IBCTRE MMIIOPTHPYIOLIEH
CTpaHel WM (afine cneuruKkauyH MPoOAYKTa AN HCCASTYEMBIX ASKapCTBEHHEIX mpenapaTos. Jokyments: no obpaborxe, ynakoske u

aHamK3y ObLIM [IPOCMOTPEHLL M NPH3HAHKL COoTBeTCTRYIOmMMMA GMP.

P PE §
ABOPATOPI3»

3 Iueam{m’:auiﬁwﬁ won 2

Mpumeuanue: [TpoAYKT COOTBETCTBYET BRILIGYKAIAHHOMK Cel KA MM

Teeruposarn;

JIOKYMEHT NpoBEpEH:

Y\

Kpmnua Moxar{ /ACCHCTCH,T Mencm«epd

Ny

Hara: 18.11.2020

Hara: 18.11.2020

[NepeBon cOOTBETCTBYET OPUIHHAILY

JaTa: 18.11.2020 ’_./




Vo
JIEPYUIKCITYXKBA
JEPYKABHA CJIYIKBA 3 JIKAPCHKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKII OBJIACTI

npocrnexT Banepia JloGaHoBebkoro, 51, M. Kuig, 03110, Ten/dakc: (044) 363-06-50
E-mail: dlis.ko@dls.gov.ua https://www.dls.gov.ua, Kon €IPTIOY 37078774

BACHOBOK

PO AIKiCTHL BBe3eHOro B YKpaiHy JiKapchKOro 3ac00y

23.12.2020 Ne 66895/20/10

OME3®

(HaliMerysanns Nikapehkoro 3acofy 3riHO 3 peccTpanifHiuM NOCBUIMEHHIM)
kancysa no 20 mr no 10 kancyn y Giicrepi; mo 3 gaicrepu y Kopolui
{(hopma BHITYCKY, ZI03YBRHHA, BH/ NaKyBaHHA nikapchkoro 3acofy)

HoMep peecTpauiliHoro nocsimiens UA/0235/02/01 crpox xif peecrpauitisoro nocsizuensa 01.01 2099
Cepis nikapcskoro sacoby Ne B2000290 KinskicTs BBE3eHOTO Aikapcskoro 3acoby 80

BupoGuux II-p Penyi’c JlaGoparopic Jita, Bupobuuda minpuuns - 11, Ingis
(HaliMeHyBaHHs BHPOGHHKA JIKAPCHKOTO 3acofy, KpaiHa MOX0MKEHHH)

Baeseno B Ykpainy TopapucTBO 3 00MeKeHOI0 pignosigansaictio " Ap. Pemai'c
JlaGopaTtopiz'", izent. koa: 37560808

(HaliMeryBanHa Ta koa 3a €JIPIIOY 10pHAHIHOT 0coGH abo npissue, iM'a, 1o GaTekosi Gisuunol
oco6H - nianpaemus, i Miclie NPOXKUBAHHA T peectpaniiuuit HoMep 0GniKOBOT KapTKy NTATHHKA
noaatkis aGo cepis T4 HOMED NACIOpTa)

TIpoToKON Bi3yalLHOr0 KOHTPOMIG BiX 04.12.2020 N= 4279/9.

JlaGopatopsuit asania sKocTi fikapcbkoro 3acoby apiHcHeHHit:

TOB "Texnona6" (m.JIBiB, Bys1. Januia Anocrona, 2)
(HalMeHYBAHHA TA MiCIIE3HAXODKEHHA naGoparopii, 1o nposena naGoparopHui aHanis AKocTi)

BHCHOBOK IO SKOCTI NiKAPCHKOro 3acoby, BvaaHui naboparopieio Bia 23.12.2020 Ne 1564

Pesynbrari aGopaToOpHOTO aHalisy AKOCTI JIiKapcLKoro sacoBy 3a nepeBipeHHMHU NOKA3HUKaMH BIAMOBINAIOTDL
BHMOTaM METOAIB KOHTPOJIO AKOCTi (AHATITHYIHO-HOPMATHBHO AokymenTauii).

3a pesyibTaTaMH /AGPKABHOTO KOHTPOMO BCTAHOBJIEHO, INO nixkapchkuii 3aci6 BBeeHo B YKpaiHy 3
AOTPHMAHHSM. BHMOT 33KOHO/IABCTBA 0K 3aBearTeueH s AKOCTI iKapchKHX 3acobiB.
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TEPKIIIKCITY XBA
JIEPYKABHA CJIY)KBA 3 JTIKAPCHKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMM Y KHIBCHKII OBJIACTI

npocnext Banepis JIo6aroBekkoro, 51, M. Kuig, 03110, Ten/bake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK

Npo AKICTL BBE3eHOro B YKpaiHy JiKapchLKoro 3acoby

16.01.2021 Ne 631/21/1011

OME3®

(nalimeHyBaHHA NiKapCHKOro 3acofy 3rifgHO 3 pecCTPaLifiHHM NMoCBin4YeHHAM)
kancyau 1o 20 mr no 10 kancyn y 6aicrepi; no 3 6icrepn y xopo6ui

(opma BHIycKy, N03YB2HHA, BHI NBKYBAHHA MIKAPCHKOTO 3ac00y)
Howmep peecrpauitinoro nocsiguenns UA/0235/02/01 crpoxk aii peecrpauiiinoro nocsiguenus 01.01.2099
Cepis mixapcrkoro 3acoy Ne B2000290 KinskicTs BBeseHoro nikaposkora sacoby 44160

Bupo6auk H-p Penni’c Jlabopatopic JItn, Bupo6anya ainsnuns - 11, Innis

(naliMenysanna supoGHHKa Nikapckkoro 3acofy, KpaiHa MOXOLKCHHS)

BBe3eno B Ykpainy Tosapucreo 3 00Mexenow BignosigansHicTio ""/p. Peani'c
JIaGoparopiz", igent. koa: 37560808

(naﬁM::HynanHa Ta koA 3z €IPTIOY ropuantnel ocoGu abo npizsHile, iM'a, no 6aTbkosi GisHuHol
ocobu - m}mpHeMus, 11 Micue npoxmaaﬂﬂn Ta peccrrpaulﬁﬂnﬁ HOMEp obnikosoi KapTKH TUTATHHKA
nojarkis aﬁo cepist T2 HOMEp NACHopTAa)

Mpotokon BisyansHoro xourpomo vix 14.01.2021 Ne 0047/2.

3a pesyneTaTaMM J€pXXasHOrO KOHTPOMO BCTAHOBJIEHO, MmO Jikapcbkuil 3aci6 BeezeHo B VkpaiHy 3
WO SRR BSTEA TG RO 3abe3neyeHHd AKOCTI NikapcpKuX 3acobiB.
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JIEPYUIIKCITY KBA
AEPIKABHA CJIY2KBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMM Y KHIBCLKIA OBJIACTI

npocnekrt Banepia Jlo6anorcekoro, 51, m. Kuis, 03110, ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37078774

BHCHOBOK
Npo SIKiCTh BBE3eHOro B YKpaiHy nikapcbKoro 3acoby

23.02.2021 Ne 6778/21/1011

OME3®
(rafiMeryBaHNs AikapceKoro 3acoBy 3TiHO 3 peecTpaLiiRUM MOCRITHEHHAM)
kancyqu o 20 mr no 10 kancya y éaicrepi; mo 3 6aicrepn y xopobui
(opma Bunycky, 103yBaHHs, BHJ NAKyBAHHA JiKAPCHLKOrO 3aco0y)

Howmep peectpauitinoro nocsinuenns UA/0235/02/01 crpox nii peecrpauiiinoro noceimuenns 01.01.2099
Cepix nikapcskoro 3acoGy Ne B2000290 KinekicTs BBe3ei0r0 Nikaperkoro sacoby 20180

BupoBuuk H-p Pemni’c Jlaboparopic JIta, BupoGunya mimeruns - 11, Ingis
. (nalimenyBanHs BHPOGHHKE NIKAPCHKOTO 3ac0by, KpaiHa NOXOMKEHRS)

Beeseno B Ykpainy Tosapucrso 3 06mesxenor signopinaasuictio ""Ip. Penni'c

JlaGoparopi3", iaenr. xoa: 37560808
(nHakimerysanns ta kon 3a EJIPTIOV ropunninol ocobu abo npissnme, iM'a, no 6atekopi gizuyHo]

ocobu - nianpreMus, 1T MicLie NPOXHBAHHA Ta peecTpauilinuit HoMep 0BNIKOBOT KAPTKH NIaTHHKA
nozarkis abo cepis Ta HOMEp Macnopra)

Tporokoa BisyansHore xonrpome sin 19.02.2021 Ne 0425/1.

3a  pesynbTartaMH  ICPXKABHOTO KOHTPOMIO BCTAHOBJEHO, 10 nikapcekuit 3aciG  BeeseHo B Yxpainy 3

CTi TiKapCEKHX 3acobib.
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JEPXIIKCIIYXEA |
AEPXKABHA CJIYKFA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

npocriext Banepis JloGanoscsxoro, 51, M. Kuis, 031 10, Ten/daxc: {044) 363-06-50
E-mail: dls.ko@dIs.gov.ua,https://www.dls.gov.ua, Kox CIPTIOY 37078774

BHCHOBOK
PO AKiCTL BBesenoro B Yipaiuy Jikapenkoro 3acofy

23.12.2020 Ne 66892/20/10

OME3®

(HaliMCHYBaHHR nikapcskoro 32coby 3riano 3 peecrparmiHHEM noceiavennam)
Kaucy.s 1o 20 mr no 10 kancya y 6aier pi; mo 3 Gaicrepn y xopobui

(dopma sunycxy, nosysanns, Bug MAKYBAHIA Hikapcekora 3acoby)
Homep peectpaujiinoro nocsixuerns UA/0235/02/01 crpox nit peectpanifinoro nocsimaenus 01.01.2099
Cepix nixapcskoro sacoGy Ne B2000287 Kinexicrs BBesenoro nikapesxoro saco6y 80

Bupo6uux -p Penii’c JIaGopatapic Jita, BupoGumua nimsauu - 11, Inxis

(unBiMCHYRAHYS BUPGGHHKR Aigapenioro 3aco8y, kpaina MOXOAMEHHS)

Baeseno B Vipainy Topapucreo 3 oMexenoio BignosinamLaicTso "Ip. Pexni‘e
JIaGopatopi3", inenr. xan: 37560808

(watiMenypaia 18 ko 3a CJIPTIOY 10puzHaHol 0colx a60 Npiasrne, iM'r, no BaTtxonl LTEELT
ocobi ~ nianpresng, ¥ Micue HpoxkmuBaHA Ta peccrpauiiliull Homep 06nikonoi kapTky NaTHAKA
nozaTkis a6o cepis Ta Homep nacnopra)

[IpoToxon sisyansuoro kontpomo via 04.12,2020 M 4279/6.
JlaGoparopmuif ananis sxocti nikapcsxoro 3acoby sxificnennii:

TOB "Texnona6" (m.JIssis, Byn. Jlanuna Anocroma, 2)

(nafimenyBanns Ta MicesHAXODKCHEN naboparopii, wo nposcna RaGopaTopumit vy KioCTH) -

Brckosok mozno skocti mikapcskoro 3aco0y, Banannii naboparopiero sin 23.12.2020 Ne 1567

Pesynuratyt naGoparoproro amanisy axocri MiKAPCHKOrO 33c06Y 34 MEpeBiPEHIMH NOKAIRMKAMK BiznoBizarnTL
BHMOTaM METOIIE KORTPOMIO KOCTI (amamiTHaHO-HOpMATIBHOT RoxymenTaiy).

3a pesymTatamMu  aepxaBHOro KOHTPOMO  BCTRHOBNIGHO, WO ikapchku¥t saci6 BseseHo B VYipaiwy 3
AOTPHMAHHAM BHMOT 38KOHOAABCTBA wono saGeinedeHHs 7 ocTi nikapeskux 3acobis.
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Dr.Reddy’s Q’:“

CEPTUO®HUKAT KAYECTBA
Crp. 1132
Mpoaykr: OME3® kaucyan no 20 mr Ne 30 (10x3) B 6amcrepax Crpana nponssoactea: Mnaus
1 xancyia conepxut: Omenpasoaa 20 mr
Cepns Ne: B2000287 Oonem napran: 65697 ynakosxu
AnannTudecknit oryer Ne: 2002FP20001944 Jlara necnenosanus: 16.11.2020
Jara npon3soxcrBa: 09.2020 Cpox rognocTs: 08.2023
Ne perucrpannonnoro ceuaereancrea: UA/0235/02/01 HeficTBHTENLHO A0 HeOrpaHHYeHO
Ilpukaz MO3 YVkpannnt Ne 1212 or 30.05.2019
Paivep n TN ynakoBkH: 10 kancya B 6anctepe; 3 Gancrepa B kopobke ¢
MAPKHPOBKOH HA YKPAWHCKOM S3LIKe
HanmenoBanue, agpec # HOMEP JHUEHIHA NTPONIBOXKTENA B A-p. Peanw’c Jlaboparopuc Jitx,
KOHTPONIH KavecTsa: Hpoussoacreenneii yuacrok — I, Yuactkn N 42, 45,
46, c. Bauynaau, oxpyr Measaa Maskaitrapn, urrar
Teaanrana, Basynaan Maunan, Munusn,
Ne63/RR/AP/96/F/R
Ne
5. fin Tect Pesyabrarnl o cnenudurannn
1. | Onucanne Trepasie xenatnHosble | TBepiple  KeNATHHOBBIE  NpPO3pauHBle  KANCyms!
ApO3pavHKIC Kancynef | pasmepom 2, ¢ Mapkuposkoil OMEZ, ¢ GecuertniM
pasMepoM 2, ¢ MapKUpOBKOH | KoprycoM W poscBbiM KonmawkoM. Cofepikumoe
‘OMEZ, [ GecrBeTHBIM | Kancyn — 6enbie uny noury Genbie NemieTs,
KOPITYCOM H PO3OBBIM
KOJIAYKOM. Coaepxumoe
Karcyn ~ Genple resmnersi.
2. | Haeurudmxanms
a) meroy Y- Coorsercreyer tpeGosanuam | a). Yd-criektpsl HCOBITYEMOTO0 M CTAHAAPTHOrO
- | enexrpodoTomeTpru PacTBOPOB  NOMKHBL  HMETh  MAKCHMYMBI  TIpH
OMHAKOBOH ANKHE BOJIHbI. )
6) MeTO JKHAKOCTHOH Coorsetcrayer Tpebopatnam | 6). Bpems ynepwusaHus muka, COOTBETCTBYIOLIETO
xpomarorpadun OMCHpasony, H&  XPOMATOTPAMME  HCHBITYEMOTO
pacTBOpa  [OMXKHO  COOTBETCTBOBATL  BPEMEHH
YACPKHBANHA NAKE OMCENPaioNa Ha XPOMATOPAMME
CTAHAAPTHOFO PacTsOpa.

3. | Huamerp 6.06 v —6.20 MM 6,00 0,30 MM (5,70 MM —6,30:m)

4. | Buna 17.55 mm —~ 17.82 mmt 17,80 40,50 mu (17,30 pns — 18,30 am)

5. | Cpemas macca 329.5 mr 333 mr+7,5 % (308,0 mr — 357.9 mr)

6. | Cpeansis Macca conepKamMoro 269.3 mr 270 mr+ 10 % (ot 243 mr 110 297 Mr)

KamCyIbl '

7. | Bona 1.2 % He Gonee 3,0 %

8. | Morepu B Macce npu 09% He 6onee 3,0 %
BHICYIHBAHHH (60°C, naBneHue
He sbue 0,7 xITa B Téuchne 44.)

9. | OaHopogHoCTh Maccs Cooreetcrayer [Tpn s3penmpamui 20 kaucyn JomycTiMo ne bomec 2
COSPIKHMOrO Kancy HHIHMBHAYANBHBIX MACC € OTKIOHEHHMEM OT cpejHe

Macchl Gonee, wem ma 10% u wu . ommolt kancyme ¢
OTIJIOHCHMEM Bosice; yem Ha 20 %

10. | Onnopoanocrs go3upoBasHEIX  |.3.9 AV< 15,0
SAMHHIL

11.} PacTeopenue s 0%, 0%, 0 %, He 6onee 10 % omernpazona B TeueHue 2 HacoB
0,1 M pacrrope HCL 1 %, 0%,0%

12.] PacTsopenne B 96 %, 94 %, 96 % % {Q) HOMHHANBHONG KOMHUECTRA
SytepHoM pacTBope 96%; 94 %, 96 % acrnopmcx B TeyeHue 30 mMun
pH 6,8 (B nepecucre Ha
CizH19N1:038)

13.] Ipumecu:
nanGonburell uunnsuayansnol | 0.03% L ,/
CyMMa npuMeceit 0.1% g

ITpumesanue: TTponyKT COOTRETCTBYCT BRIMIEYKA3aHHOMN CrieAKAIHA K / 7
Tectuposan: JlokymeHT nipoBepeH: R agecTea

‘ e Kpmuﬂa Moxan /Accncre i Meﬂezmcepa
Hara: 16.11.2020 Jlara: 16.11.2020 Jara: 16112020 » /

TlepeBoa COOTBETCTBYET OpHIHHANY
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Dr.Reddy’s €¢¢

CEPTUO®UKAT KAYECTBA

Crp.2n32

IMpoaykr: OME3® kancyasi no 20 mr Ne 30 (10x3) B aucrepax
1 kancyna conepaxut: Omenpazoaa 20 mr

Crpana nponseogcrsa: Huaus

Cepna No: B2000287

Oobem napTyn: 65697 ynakoBku

AnasuTugeckuit order Ne: 2002FP20001944

JlaTa secnenosannda: 16.11.2020

JlaTa npon3soacrea: 09.2020

Cpox roanocti: 08.2023

Ne perncTpannonnoro ceuaereasersa: UA/0235/02/01

,Ilei'lmlrrem.no A0 HCOTPAHMYMCHO

Tpukaz MO3 Ykpaunnt Ne 1212 ot 30.05.2019

Pa3vMep H THI YIRKOBKH:

10 xancyn B 6ancTepe; 3 6aucrepa 8 Kopobke ¢
MapPKHPORKOI Ha YKPAHHCKOM R3bike

Hanmenosanue, afgpec H HOMEP JHUCH3HH NPOH3BOXUTEIA R
KOHTPOIA KaveCTra:

J-p. Penan’c JlaGoparopuc JITh,

Tpowssoacrrennuiii yyacrok — I, Yuacrkn Ne 42, 45,
46, c. Bauynanm, oxpyr Meauan Maaxkaiirupn, urrar
Tenanrana, Basynaan Maunan, Hunus,
Ne63/RR/AP/OG/F/R

14| KonnyecrsenHoe onpeyenenye | 20.0 mr
OMENpazona B Katcysne (8 100.0 %
repecyere Ha C17H1sN30:8)

Ha Momenr Brimycka: ot 19,0 - 21,0 mr

(or 95,0 % 1o 105,0% HomuHansHOro KommyecTsa),

B Teuenne cpoka roguocrs: or 18,0 — 22,0 mrikanc
(o1 90,0 % no 110,0 % noMHHANLHOrO KONWYECTRE),

Mukpobuonornyeckas wHcTora

.| a) obmee yucno aspobimIx a) menee 10 KOEr a) ne Gonee 1000 KOE/T
mukpooprannsmos {TAMC)
6) obmee gncno aporokestix | 6) Menee 10 KOE/. 6) e 6onee 100 KOFE/T.
nnecHeBbIx rpudos (TYMC) )
) Esherichia coli: B) orcyrcreyer Bl r B) JIOJIKHA OTCYICTHOBATL B 1 1

ML

Hexitapauns coeundukauunu: "ITHM 1 YIOCTOBEPAIO, YTO BHILUCHITOKCHHAA HI(OPMALMA OLTHIHA 1 TOUHA. Cepnst npoayxra Geira
TNPOU3BEJCHA, BKLIOYAA YIAKOBKY/MAPKHPOBKY H MPOBEPKY KaueCTBA HA BhINE YIOMSHyTOM caifre(ax) B HOSHOM COOTBETCTEHMH C
tpeGopanuimu GMP mectHoro PerynatopHoro oprama M co cneundukauusiyn 8 PerHcTpauioHHOM CBHIACTENECTEE uMnopTHpyIoed
cTpaun win ¢aitie cnenppuKaLMK NPOAYKTa JUIA HCCICAYEMBIX AEKAPCTBEHIbIX nperiapaTos. JJOKyMEHTBI 110 06paboTKe, YNakoBke H

aHanu3y Obl1M NPOCMOTPEHB! M NIPH3HAHKI COOTBEeTCTBYromMMY GMP. ©

$>  Ans %
DOXYMERTIB

y AP PEAAIC

TIpumeuanne: TIpoayKT cooTBeTCTBYeT BHIIEYKA3aHHOH cienmdHKaUpm X 1Y 5 S 7
Tecruposan: HoxymeHT nposepeH: ':,,~,,-‘ KoneiBr (g

/ Kpuimna Moxan /Accucrens’ Meuemxepa
Jlara: 16.11.2020 JaTa: 16.11.2020 Jlata: 16.11.2020

[lepesost cooTBETCTBYET OpHIHHANLY

Page 1/1

;7




JEPXJTIKCITYXXBA
AEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOTIO 3A
HAPKOTHKAMH Y KHIBCHKI OBJIACTI

npocniekt Banepia Jlo6aHoscbkoro, 51, M. Kuwis, 03110, rex/dakc: (044) 363-06-50
E-mail: dis. ko@dls.gov.ua,https:/www.dls.gov.ua, Kon €IIPTIOY 37078774

BHUCHOBOK
1po fIKiCTL BBe3eHOro B Ykpainy JKapchKoro 3acoby

23.12.2020 Ne 66890/20/10

OME3®

(HaltmeHyBaHHS AikapcbKoro 3aco6y 3rimHo 3 peectpauitinmm TIOCBiIMCHHIM)
kancyad no 20 Mr o 10 xancya y 6aicrepi; mo 3 Gicrepn y Kopo6ui

(¢opma sumycky, no3ypanus, sux NaKyBaHHA J1iKapchKOro 3acoby)
Homep peectpauiithoro nocsimuenns UA/0235/02/01 CTpoK Aii peectpaniltuoro nocsimuenns 01.01.2099
Cepis nikapcexoro saco6y Ne B2000285 Kinskicts BeseHoro nikapeskoro 3acoby 80

Brpo6Huk _Z-p Penni’c Jla6oparopic JIta, Bupo6auua Oiseruns - I, Innis

(HaltmeHyBanHS BHPOGHHKA nikapchKOro 3acoly, kpaiHa TNIOXOIDKEHHA)

Beeseno B Vipainy ToBapucrso 3 06Mexenolo BignopinansRicTIoO "Jp. Penai'c
JlaGopaTtopis", inenr. xon: 37560808

(HaiiMeHyBaHHs Ta koz 38 €APTIOY I0PHAHYHOT ocobu abo npissuiie, iM's, o 6aTbKOBI disHunoi
0cobu - nianpueMus, i Micie NMPOXUBAKAS Ta peectpanifinuit Homep 061iK0BOT KapTKH MIaTHHKA
noxarkis aGo cepis Ta Homep nacnopra)

ITporoxon sisyanenoro xonrposo sin 04.12.2020 M 4279/4,

JlabopaTopHuit ananis akocri nixapcuKoro 3acoby 3aiticuenuit;

TOB "Texnona6" (m.JIbsiB, By, [annna Anocrona, 2)

(naliMEHYBaHHSA Ta MICLIE3HAXOKEHHS nabopatopii, wo nposena naboparopHuii ananis xocTi)

BucHoBok mono skocri sikapeskoro 3aco6y, Buaanui naGoparopieto Bix 23.12.2020 Ne 1568

Pesynrratn naGoparoproro aHanisy AKOCTi JTikapchkoro 3acoby 3a nepeBipeHUMH NIOKA3HHKAMH Binnmosixarers
BHMOTaM METONiB KOHTPOMIO AKOCTI (aHanmiTHUHO-HOPMATHBHOY AOKYMeHTalji).

3a  pesyibTataMH aepaaBHOroO KOHTPOIIO BCTAHOBIEHO, INO JiKapchkMM 3aci6 BBeseHO B Ykpainy 3
' 3aKOHOJABCTBA IHOAO 3abe3neeHns i nikapcbknx 3aco6is.

A Y

[BRESEY, &
7':_Horo KOHTPOIO) e : Huiany Ta npissume)

, ///;.
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Dr.Reddy’s ‘?-'

CEPTUDPHUKAT KAUECTBA
Cip. 132
MponykT: OME3® kancyms o 20 Mr Ne 30 (10x3) B GJMcTep ax CTtpana npomnssoactea: Unaus
1 kancyna conep:kut: Omenpa3sona 20 Mr
Cepus Ne: B2000285 Oobem napiu: 65097 ynakoBku
AHannTHyeckuit oryet Ne: 2002FP20001928 Jara uccienoanus: 11.11.2020
JaTta npousBoacrea: 09.2020 Cpox rognoctn: 08.2023
Ne peructpaunonHoro ceuaeteancTa: UA/0235/02/01 JlefiCTBMTE/ILHO 10: HEOTPAHMYEHO
IIpnkas MO3 Ykpaunst Ne 1212 ot 30.05.2019
Pasmep ¥ TMII ynakoBKH: 10 xancya B 6increpe; 3 6aMcTepa B Kopobke ¢
MApKHPOBKOH HA YKPAUHCKOM fi3bIKe
Haumenosanue, azpec M HoMep JIHIEH3MU NPOU3BOXUTEISI H J-p. Penan’c JlaGopaTopuc J1a,
KOHTPOJISi KauecTBA: IponseoacTeennblii yuactok — II, Yuactku Ne 42, 45,
46, c. Bauynaxn, okpyr Mexyax Maikaiirupu, wrar
Tenanrana, Bauynaau Mauaai, Wupus,
Ne63/RR/AP/96/F/R
No
/i Tect PesyabTaTni ITo cnenndpuxanuu
1. | Omucanue Tsepasie KeNaTHHOBbIC | TBepable  KENAaTHHOBHIE  MPO3PAYHbIE  KArCyJbl
Mpo3payHble Karcyel | pasmepoM 2, ¢ MapkupoBkoit OMEZ, ¢ GecuseTHbIM
pasMepoM 2, ¢ MapKHPOBKOH | KOPIIyCOM M pO30BbIM KosmaukoMm. CogaepxuMoe
OMEZ, c 6ecBETHBIM | Kancys — Gelnble UM HOYTH OelTbie MesUIeTH.
KOpIIycOM 74 PO30BEIM
KOJITIaYKOM. Conepxumoe
KarncyJ1 — Gelble neneTh.
2. | Unentudukauus
a) meton Y- CoorsercrByer TpeGoBanusaM | a). Y®-CHeKTpsl HMCIBITYEMOrO M CTAaHAAPTHOTO
cnektpodoTomMeTprn PacTBOPOB  JOJDKHBI  HMMETh  MAaKCHMYMBl  TIpH
OJIMHAKOBOH AJIMHE BOJIHEL
0) METOA XHIKOCTHON CootserctByer TpeGoBanuam | 6). Bpems yoepx mBaHMs NHKA, COOTRETCTBYIOUIErO
XxpoMmarorpaduu OMeNpasony, Ha XpOMarorpaMMe  HCHBITYEMOro
pacTBopa  [IOJDKHO  COOTBETCTBOBaTH  BpPEMEHH
YACPKHUBAHUSA NHMKA OMENPa30Ja Ha XpOMarorpamme
CTaHJapTHOTO PacTBOpA.
3. | Anametp 5.83 MM —6.16 MM 6,00 £ 0,30 mm (5,70 MM — 6,30 MM)
4. | dnuna 17,52 MM — 17,93 mm 17,80 £ 0,50 mm (17,30 MM — 18,30 Mm)
5. | Cpenusist Macca 327,7 mr 333 Mr+ 7,5 % (308,0 mr ~ 357,9 mr)
6. | CpenHssa Macca COEPKUMOTO 266.8 Mr 270 mr = 10 % (ot 243 mr o 297 mr)
KarcyJisl
7. | Boga 1,2% He 6onee 3,0 %
8. | Ilotepu B Macce npu 0,5% He 6Gonee 3,0 %
BRICYIHBaHuH (60°C, naBnenne
He Bbie 0,7 kIla B Teuenue 44.)
9. | OaHopoaHOCTE Macchl CooTseTCcTBYET [pu B3pemupannn 20 Kancyn gonycTumo He Gonee 2
COZIEPXKUMOTO KarcyJ WHIUBUNYATLHEIX MAacC € OTKIOHEHHEM OT CpefHel
maccet Gonee, ueM Ha 10% u HH oaHOM Kamcynwl ¢
OTKJIOHeHHeM Gosee, ueM Ha 20 %
10. { OnnoponuocTs go3upoBanHbix | 7.0 AV<15,0
SIIHMIL
11. | PacTBopeHue B 0 %, 2 %, 0 %, He 6onee 10 % omenpasona B Teuente 2 uaco
0,1 M pacrsope HCL 1%,3 %, 1%
12. | PacTBopeHue B 96 %, 97 %, 96 % % (Q) HOMMHANEHOIO KOJHUECTBA
OydepHOM pacTBope 97%, 96 %, 95 % B nacTBopuThes B Teuenne 30 MuH
pH 6,8 (B nepecuere Ha X
Ci7H19N3038S)
13. | ITpumecu:
Haubonblieit unanBuayansuoit | 0,02% )
CyMMa npuMeceit 0,1% Yyl
SIS
Tlpumeuanne: IIpoayKT COOTBETCTBYET BblllEyKa3aHHOM cneliH(prKaMK FACTIOMEHIEO QM N
TectupoBam JlokyMeHT npoBepeH: [ 6ecnequH;}/aqecma
/ I'. Kpuiina Moxan/ Accucténr Menenxkepa
Jara: 11.11.2020 Jata: 11.11.2020 Hara: 11.11.2020 , /

IlcpeBos COOTBETCTBYET OpUIHHATY
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Dr.Reddy’s Q':g

CEPTUOPHUKAT KAYECTBA

Crmp.2m32

MpoayxT: OME3® kancyssl no 20 Mr Ne 30 (10x3) B 6aucTepax
1 xancyna conepxur: Omenpasona 20 mr

Ctpana npomnsBoactea: Uupus

Cepust Ne: B2000285

O6bem napTiu: 65097 ynakosku

AnaauTHueckuit oruer Ne: 2002FP20001928

Hata ucenenoBanng: 11.11.2020

Jara npousBoactsa: 09.2020

Cpox rognoctu: 08.2023

Ne pernctpaunonHoro ceuaerenscTea: UA/0235/02/01

JelicTBUTEJBHO 10: HEOrPAHHYEHO

IIpnkas MO3 Ykpaunst Ne 1212 ot 30.05.2019

Pasmep u T™MNI ynakoBKH:

10 kancyn B 61ucTepe; 3 Gnucrepa B Kopobxe ¢
MapKHPOBKOH Ha YKPAHHCKOM SI3bIKE

KOHTPOJIA KauecTBa:

Haumenosaﬂue, ajpec H HOMep JIHUCH3UH NPOU3BOAUTENA U

J-p. Penan’c JlaGopaTtopuc J1a,

Ipon3eoacTBennnlii yaacrok — II, Yuactkn Ne 42, 45,
46, c. Bauynanan, okpyr Meauan Maiukaiirupu, wrart
Tenanrana, Bauynaau Mamuaad, Unaus,
Ne63/RR/AP/96/F/R

14. | KonnuecTBeHHOE ONpeaencHre
OMenpasoJsa B Kancye (B
nepecyere Ha C17H19N303S)

20.1 mr
100.7 %

Ha moMeHT Brinycka: ot 19,0 — 21,0 mr

(o1 95,0 % no 105,0% HOMHHANEHOTO KOJIMYECTRA).

B Tteuenne cpoka rogHoctu: ot 18,0 — 22,0 mr/kanc
(01 90,0 % no 110,0 % HOMHHANTLHOTO KONHYECTRA).

1.
Mukpobuonornyeckas 4ucToTa
a) ob1iee yucio a3poGHBIX
mukpoopraiusmos (TAMC)

6) obluee YHUCIIO APOKIKEBEIX H
necHeBBIX Tpubos (TYMC)

B) Esherichia coli:

a) meree 10 KOE/r
6) menee 10 KOE/r.

B) OTCYTCTBYeT B I T

a) He 6onee 1000 KOE/r

6) He 6osee 100 KOE/T.

B) IOJDKHA OTCYTCTBOBAaTh B 1 T

Jlexnapanns cnenndukaunn: "ITHM 5 YAOCTOBEPAIO, YTO BHILICH3NIOKEHHAS NHGOPMAIMSA IOMTMHAA ¥ Touna. Cepys NPojlyKTa 6b1Ia
IPOM3BE/ICHA, BKIIOYAs YNAaKOBKY/MapKHPOBKY M IPOBEPKY KAdeCTBa HA BRILE YIOMSHYTOM caiiTe(ax) B IOJHOM COOTBETCTBHH C
TpeboBannaMu GMP MecTHOro PeryJATOpPHOTO Oprana M co CIenMpHKalusMH B PerHCTPALMORHOM CBUIETENHCTBEC MIIOPTHPYIOLIEH
crpanbl Wi Qaiiie cneuMQUKaluK NPOJKTa s MCCICAYEMbIX JIEKAPCTBEHHBIX npenapatos. JIoKyMenTsl no o6paGoTke, ynakoske 1

anaymsy 6BITH TIPOCMOTPEHB! H TIPU3HAHBI COOTBETCTBYOIMMH GMP. "
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Tlpumeuanne: JIpoayKT COOTBETCTBYET BbIIIEYKa3aHHON cHELM(HUKAIINH

d

KIJOMCH 6pUTH

Tectuposain:

JloKkyMeHT npoBepeH:

Yenaobecieuentio KauecTsa
I'. Kpruna Moxan/ Accucpém Menemxepa

\

Jlara: 11.11.2020

JHara: 11.11.2020

Jara: 11.11.2020 , /

IlepeBoy COOTBETCTBYET OpUTHHAILY
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