OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

Ceptndikar axocri N2 040000108616

3onmirpen® , TabneTkn, EXpUTI NNiBKOBOIO 06onoHKolo, No 2,5 mr, no 10 Tabnetoxk y
6nicrepi, no 1 6nicrepy y nauuyi
1TABRETKA MICTUTb: 30NMITPUMTAHY ¥ NEPEPAXYBAHHI HA 100% PEYOBUHY 2,5 M

Homep cepii: 100623 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 19.370 Tnc.ynak. Ne PeecTp. NocBigueHnA: UA/MA756/01/01
Hata supoGunyTea: 06.2023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 113 no P NeUA/4796/01/01, 3minm Big 30.09.2020 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onnc TaGneTkn kpyrnoi $opmMn 3 ABOONYKNOID
NoBEepXHEID, BKPUTI NniBkoeolo o6onoHKol, Gninoro
KOPUYHEBO-KOBTOTO KONbOPY. Bignoeigae
laenTndikanin

30NMITpUNTaH Ha xpomatorpami BUNpoBoByBaHOrO poO3UMHY,
OTpUMaHiin ¥ po3gini "KinbkicHe BU3HaYeHHA",
4ac YTPUMYBaHHA OCHOBHOIO MKy 30MMITpUNTaHY
Ma€ cnisnagaTy 3 YacoMm yTPUMYBaHHA OCHOBHOIO

NiKy 20AMITPUNTAHY Ha XpoMarorpami po3yuHy

NopiBHAHHA (b) Bignoeigae
CepepHa maca Big 97 mr go 107 mr 102 mr
OpHopigHicTh AO30BaHNX Mae BUTpUMYBaTH BUMOTU
OaUHULb Bignoeigae
CynposigHi gomilxm
[OMILIKKN 3 BIiBHOCHMM Macom He Ginbwe 0,3 %
yTpuMyBaHHA 6nusbke 1,15 0,0 % (<MKB)

0,0 % (<MKB)
0,0 % (<MKB)
89 %

6yab-AKol 0QUHUYHOT BOMILLKK
CyMa [OMILIOK
Po3uyuHeHHA
Mikpo6ionoriuna uncrora

3aranbHe Yucno aepoBHUX

mikpoopraHismie (TAMC) 0 {(menwe 100}
3aranbHe YUCNO ApiKAXKOBUX Ta
nnicHABux rpubie (TYMC) 0 {menwe 10)
Escherichia coli BigcyTHictb B 1T BigcyTHi
KinekicHe BU3HauYeHHA
30NMITpUNTaH Big 2,25 mr po 2,75 mr, B NepepaxyBaHHi Ha
CepefHIo Macy ofiHiel TabneTku 2,55 mritab
Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000108616
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 4852657 (uinofoGoso)

¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAATHOCTI: 3 pokn Do 06.2026

¥Ymosu 3bepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.

KomexTapi:

3ansa npo cepridikayin:

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno snpobneHo (BKAOUYAIOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHUI A KOHTPONb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosigHocTi Ao sumor GMP,
BCTAHOBMEHWX MiCLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiami, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicTts GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnosHoBaxeHa ocoba — posigHuiA iHxeHep BCraBll flpemenko B.B. 04.07.2023

identrﬁcanon node
00481498

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N2 637430 Bip 07.04.2015;

Cepmudikat GMP Ne045/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peaniauio:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectauiio N2 320 sig 22.01.2019
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B O]~ CON 643209
Al %{“;“%) ARU ITpuBarue akuionepue ropapuctTo «JlikTpann»

Yipaina, 10001, v, Kromnp. woce Kuiscexe, 8va 21, ren {0412} 42.72-91
e v supoSaniso kapceiny sa0a5iB vepia AB, Ne 598083
Ceprnudaxar siposy,moct GMP s seix pinsmsn 3 aupofmaen 1 kontpono akoen 024 201 9.GMP
BEA IpAT «Hikipasuy
Huoto VEpain 3 DKAPCEEBY i AVO 33 BAPKGIHEIMY
3092018 p. snaaswnit JUT «RuroMppeTaiap e ponctigs

Bipniprosansna nafopaiopy

338 T KON

CHAAGUTES BPG 01
Ceprudi

CEPTH®IKAT AKOCTI Xe 16-21 gio 21.01.2021 p.
30A0TOTHEAYHHKA TPaBa no 75 r y nayKax 3 BHYTPILHIM HAKeTOM

FET M p ey
¢rentnocn No 028 2018 sin

‘]_c.;mna:-ﬂ'j

Peccrpaniiise nociguennn No: UA/8472/01:01, descrpoxoro

Hamep cepii (naprii): 10121

Aara pupoGuuursa: 14.01.2021 p.

Posmip cepilf (naprii); 4 312 i,

Tepmin npuaarnocti: 3 poku

Anaiiz nIpoBeAeHO 3rijH0: MK a0 PIT Ne UA/8472/01/01, Hakas MO3 Vipaisu No 240 Bin 08.05.2008

Josniwni osuarn: Wsaroukn creben, nucta i KBITOK POl GoOpME 811 CBITAO-3CACHOTO, 3ACHOID, KOPHUHEBO-3EARHOIO
70 TEMHBO-KOPHYHEBOTO KOJhOPY 3 BKpArfeHHAMH 0L1YBATOro, Bia SinyRaTo-POKEROIO 10 HEPBOHYBATOTO KOJABOPY, LIO
HPOXOAATE KPI3k CHTO 3 oTBOpamMy posmipom 5600 mrm. Cuposuna Mac Niprui cMak.

No Halinienyviunittg XapakTepuciaky Hopuaiugne maneHns Pesyanrar ananizy
1 Dientndixaiin A 1 ariano MK  piauopizac
2 Lientngirainis B 7 sriano MECH BIALOBLAGC
3 Lieanihirauis C i sriano MKS BLATOBLIAC
4 Brpara s maci npu sucymysanui, Yo L He Gumslue 12.0 10.5
3 Joan zaratsHol. % N we Giibie 6.0 5.6
6 Hokasuik ripeoti #e menme 2 (00 Jeli
7 Haciok, 110 He BPOXOANTL KPish CHTO 3 olBopaMy posMipoa 3600 armM. % e Giane 5 0.2
8 Hactok, mio npoxoisTh Kpisk 1o 3 oTkopasy possipos 180 vx, %e e Giapmie 10 2.4
9§ Opraniqgo] josinky, Yo e (liabine 3 B 0.8
10 ¢ Mincpuaasuoi gomingu, % #e Giabie 1 0.6
1| Jaramne sncio acpodui awo {TAMC), KYQrr ne Giaswe 10 GO0 000 420000
121 Saraisse uneo apissiskosny i picenesus vpudis (1YMC), KYOQ/ir He Giaswe 100 000 17600
13 Escherichia coli KYOir He Giasuge | GO0 Mere 10
14 | Salmonellap23r HE IOV CRUCTLCH HE BUARICHO
15 Pasoaxrusiicrs no Hesno 137, br/kr ue Oiavwe 500 46
16 Pagivaxiussicrs ne Crpongin 90, brikr e Gizbie 200 21
17 | Maca sMicty VIkoBRIL, I Bix 71,25 10 78.73 BinoBIAAC
18 1 Cepeana vaca paicry 10 viagopok. 1 Bix 73.8 10 76.2 743
19 | ¥naxonka arizxo MK BLIOBIAAC
20 | Mapxkysanis arigno MK BiANOEAAC
21 Tepain npuaarsocti a0 01.2024 p.

BHCHOBOK: sianosiaae siuvoran MKS no PIT Ne U_A,f’84 /01701, Haxasy MO3 ¥xpainn Ne 240 nia 08.05.2008
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Ll niareepaxyio, wo sei supoduir cralil 4 tiiei cepit roToBOT NpoAYKLIT Gyau 3aificHes] B 0B
BHMOPAMIL 3a3HaUERIMH B YiHAITA HacTanosi 3 GMP, sarsepiukenii MikicTepeTBosM OXOpOHN 310POB
PeCCTPALiHHONG A0CKLE Kpaliy NPUSHAICHHA.

Jlo3soaeno a0 peanizaiil,

-M'W

Hesxypaxa B3,

207 fp.

Hasaneunk CayxOu AEOCTI Ta POIBUTRY-

YHoBHOBAKCHA DCoDA

‘_\
N
":“
™,




®
CDapM@

AL
LARLLAIN

OAPMAK

Ten. (044) 496-87-87, Yen./pauc (044) 239-19-38, Ten/bac (D44)49689-42, Ten. (044) 485-26-57 (uinonoSoso)

Ceptudikar axkocri Ne 040000090786

3oamirpen® , Tabnetkn, BKpuUTi NNniekoeoo o6onoHKow, no 2,5 mr, no 10 Tabnerok y

6nicrepi, no 1 Gnictepy y navui

1TABMETKA MICTUT: 3ONMITPUNTAHY ¥ MEPEPAXYBAHHI HA 100% PEYOBUHY 2,5 MT

Homep cepii: 10121
KinokicTs npoaysyii:
[ata supobuwyrea: 01.2021

AHani3 BMKOHaHWA No:

18.398 Twnc.ynak.

KpaiHa oTpsmyBau: YKpaita
Ne PeecTp. noceiguedHs: UA/47986/01/01

TepmiH Al peecTp. NocsigyedHs:  HeoOmexeHun

MKA i3 o PN NRUA/AT7S6/01/01, 3mikm eig 30.09.2020 p-

HafmeHyBaHHA NOKa3HUKIB

Bumorn AHA{cneuyndikauii) PesynbraTi BUNpofysakb

Onvc

lpenTudixayis

30AMITPWMTaH

CepenHa maca
OpHopigHicTs AO30BaHNX
oAunHULb
CynposigHi gomiwkn
AOMILLKN 3 BiIHOCHWUM HacoMm
yTpumysaHHa 6nussko 1,15
BYAL-AKOT OAMHNYHOT AOMILIKK
Cyma QOMIlIoK
PozurHeHHa
Mikpobionoriuda uucrora
3aranesHe 4ncno aepobHmnx
mikpoopraxismis (TAMC)
3aranbHe YNCAO APBKIKOBUX T2
AnicHasux rpubie (TYMQC)
Escherichia coli
KinekicHe BusHaueHHA

30NMITPKOTAH

W a1/ 1634 @g 34.03.400 OZ

TabneTky Kpyrnoi Gopmy 3 ABOONYKA0K

noBepxyeic, BKpuTl nniekesow oGonoHkow, Snigoro

KOPWYHEBO-KOBTOrO KONMbOpPY. Bignoelgae
Ha xpomaTorpami BunpoboByBaHOro po3yuHy,
oTpUMaHii y po3gini "KinbKicHe Bu3aHayenHs",
Hac YTPUMYBAHHA OCHOBHOTO iKY 30AMITPUNTAHY
Ma€ CriBnagaTy 3 YacoM YTPUMYBaHHA OCHOBHOMO
HiKY 30AMITPUNTaHY Ha XpomaTorpami posunhy
nopisHAHHA (b) Bipnoeinae
Big 87 mr go 107 mr 102 mr
Mae BuTpumMyBaTU BUMOTH

Bignoeigae

He Ginbwe 0,3 %
He 6inbwe 0,2 %
He 6inbwe 1,0 %

He meHiwe 75 % (Q) 33 45 x8

Rputepin npuinaTHocti 1000 KYO/r

Kputepii npuiinaTtrocti 100 KYO/r

0 (MeHwe 10)
BigcytHictb B 11 BigcyTHi

Big 2,25 mr go 2,75 wmr, B nepepaxysaHki Ha

cepefiHio Macy ofHiel TabneTku 2,49 mrftad
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Ten, (044) 496-37-87, Tan /bake {044) 239-18-38, Tenlpaxc (044)49689-42, Ten, {044} 485-26-57 {Wincaoboso)

Ynakoska Mae signosigaTy BUumoram Binnosipae
MapkyBaHHa Mae Bignoeipatv B1MOram Bipnosipae
Tepmin nprAaTHOCTI: 3 poku Jo 01.2024

Ymosw 3Bepirantal  Gepiraty e opurinanshili ynakoali npy Temnepatypi He suuge 25 °C.

KomeHTapi:

3anea npo ceprudikadiio:

Uwum # 3aceiguyio, Wo BMiILeBKadaHa IHdopmalia € gocToripHoK i TouHow. Lk cephio npogykuli 6yno supobneHo (Bknwouaoymn
YM2KoBKy/MapKyBaKHA) Ta NpOBEAEeHUA KOHTPONb I AKCCTI Ha HWKUeBKa3aHiin ginbHuyi 8 noa{:j‘[ml_“:;aiﬁnggjgmcﬂ no sumor GMP,
BCTAHOBNEHWUX MICLIEBUM PETYNRTOPHUM OPraHoMm, a Takox y signosiaHocTi i3 cneymdikauia %ﬁg&m&gg‘gﬁp‘ y peecTpauifiHomy
pocbefToprosof niueHaii, NpoTokony BUpoBHULTEE, NaKyBaHHA Ta aHanisis Bynu nepesipeiFa.p TaHOBJ'IEH'a'JBi;%)Bi,D,HiCTb GMP.
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Dossonedo go peanisauli / Ao sigBaHTaMeHHA
YnosHoBaMeHa 0coba — MposigHui iHxeHep BCraBM Kpasuerko C.M.

Bupobrnua ginbHnua: 4{34‘21/{;“\. R

YKPAIHA, 04080 m. Knis-80, ryn. Knpuniscbka, 74; flilensia Ha supobuuuTeo AE Ne 637435'B|q07‘04201 5
Ceprudikar GMP Ne075/2019/GMP gip 10.10.2019; UP/1-530-10/18-03/06 eig 16.01.2020

KoHTpone AKOCTI Ta BUZava go3s0ny Ha peanizauito:
YKPAIHA, 04080 m. Kiia-80, syn. Kupvniaceka, 74, Ceincurteo npo atectauiio Ne 390 sig 22.01.2019

Crop.2 32




Tosapicrso 3 ofiMexenoi Bignosiaantkica HYTPIMER
infagnulrimed,ua
www.autimed.ua

Byn. Ipeacnanxncaxa, 43/2 03150 Kaii - Yepaina
T +350 44 454 07 00,454 0101, 45501 02, 4540103
O +380 444540109

HA3BA NPOAYKLIT DieTwuna aoBiaexa «3QBOGIT OYO» no 410 mg Na30

©-08-45 HUTRIMED

NOCBIQYEHHA NPO AKICTb Ned3

BACHOBOK AEPXKABHOT CAHITAPHO-ENiAEMIONOTIUROT BKCNEDTHIN Ne 602-123-20-2/4647 sig 05.03.2019p

HOPMATMBHUA JOKYMEHT Texwiuni ymosn TY Y 15.8-30112347-011-2003

BHPOEHWK TO8 HytpiMes”
BUPOEHWMI NOTYXHOCTI Uepkacska abn.. ¢. Cywrw, Byn. Uentpanssa, 1
IATA BAPCEHULUTBA Ciuenb 2021
KIHUEBUA TEPMIH NPWAATHOCTI Civens 2023
Ne NAPTIT 010121
OPFAHONENTUYHI MOKAZHUKK
METOOU PE3IYNLTATH
HAJBA NOKAZHHKA BUMONA HOPMATHBHOT AOKYMERTALI KOHTPOMKYBAHHKA BUNPOEYBAHB
- Kancynw XenatvHos! NpOROBIYEaTOl (hOPHILBNICT KANCYN — NCPOLLOK opHopiasei  TY Y 15.8-30112347-011- oo
30BHILHIA BUINALR o i ARG 2003 Bignoaigas
Kancynw enacTusni npx HAAABNIOBRKK, BMICT KAfCYnH — CHNYSUR NOPOLIOK, TY ¥ 15.8-307112347-0114- 5
KOHCUCTEHLIA CRHOpiRMR 10 BCH MBc - Bignesipae
KonmP Bnacll-:muv: x2ncyni. BMicT kancynn ~ ipH ¥ONsopy, TY ¥ 15.8-30112347-011- Blgnoslnac
no aciid Maci 2003
CMAK | JANAX Bmict mm-{lw NOBWHEH MATH 3anax cneuwdiuHud Tpas'AHIA, ripkysaTui Ha cmax, TYY 15.8-30112347-011- Blancaiss
£e3 CTOpOHHIX NPHCMAKIE Ta 3anaxla 2003

MEAWKO-BIONOM4YHI NOKA3HUKW

BUMCIV HA AONYCTAMI  AKTMHHE JHAYEHHR, HO HA METORM - OBIRHIC
HAJSA MOKASHMKA  pigyyy, KT, HE BINLIWIE rikr DOCNIKEHD PRATEATIED OO Bt =
TOKCHYHI ENEMEHTH
CBWHEUE 60 <0,02 TOCT 26832 Blanoeigae
KALMIA 10 <0,008 TOCT 28933 Bianosigae
ML AK 0.5 <0,08 rocT 26930 Blanosigae
PTYTE 9,1 <0,0075 rOCT 26027 Bignoeigae
NECTMLMOA
TENTAXNCP He gon. He pHABNEHD ACTY ENe12393-2003 Euinuamu
XUr-rama-taomep 0.1 <0005 ACTY ENe12393-2003 Bignoainze
0ATI: mevabonlts 0.1 0,005 LCTY ENs12303-2003 Blgneeigae
ANDPHH He aen. He awAanexo ACTY ENe12392-2003 Bignosinae
MIKPOBIONOMYHI NOKAIHHKH
KMATAM, K¥YO 8 11, ne lnswe 110 <1,5x 107 CanlwH 42-123-4940 flancsigze
BrKN (konldopuu}a A1 He fonycranTsca He purenerc CaHlMuH 42-123-4840 Binnosigae
Ecolisi1,0r He AonycraTscs He BURBNEHD CanluH 42-123-4340 Blgrosiaat
S.aureus 51071 He AonycxakTaca He BusAeneso CanllvH 42-123-4840 Bianosiaae
B.careus A 1,0 1, ne Binbwe 23107 He puABNERD CanlvH 42-123-4940 Blanosinas
MNnicexesl rpubn, KYO 81,01, ve
Shoiab 1x10% He pupenexo CanllnH 42-123-4940 Blancelzae
Apixani, KY0 B 1,0, ve Ginbwe 1x 107 He aussneHo CanNuH 42-123-4940 Blanosinee
MaTorexn! MikpoopranlaMu, B T.4.
akr. pony Canwmonana, B 10 £ He ponyckaoTeca He BwnBREHO CaxllnH 42-123-4940 Bignosigae
PAOIOHYKNIOHW, Bulkr
LEIIA 137 200 3.07 MBU 4488 Blancelnas
CTPOHLUIA 90 50 2.1 M| 12-08-29 Bianosinae
@IZAKO-XIMIYHI NOKAZHWKH
HA3BA MNOKAIHWKA HOPMA DSAKTUMHE JHAMEHHA METOIM KOHTPONIOBAHHA

Maccaa MacTKa BONOTH, %, He Ginbwe 10.0 5,96 3rinHo a FOCT 24027.2
Macosa wacrka JoNnH aranakol, %, ne Ginbwe 4.0 5,04 Jrigno 3 TOCT 240272
CspenHn Maca BMlCTY Kancyny, mg 410+ 7.5% 405 TY ¥ 15.6-30112347-011-2003
CropoHHi Aomiwswn He ponyckaoreca Blacymsi -+ “3rigno 3 TOCT 24027.1
He micrute TMO X - Sy
BucHOBOK: NepasipeHui 3palox AieTUIKOT Ao5aBku «3oGodiT Ayow 410 mg Ne30 naprii 010121 . 3
3a nepesip noxa; BiANOBIAAE Bl BAY 15 8.30412347-011-2003 : e

Y TPIMEL? 4 25
Peaniauio 5035,&%@;;3%\“0“9 . 12347 (/_/jry I 15
Toncanii Temfb!'l‘o' 78 %ﬁig %ﬂﬁ@r - Boponad I.T.

nwmu&ﬁmm
3 %)'?*Mf LHADOM(‘_
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ToBapicrae bMemencw sianceigansHicne HYTPIMER Byn. Npeacnasuscens, 4372 03750 Kiis - ¥xpalua

Infognutrimed.uz T 4380 4 4540100, 454 01 01, 454 01 02, 454 01 03 ®-08-45 NUTRIMED
www.nutrimed.ua © +330 444540109
NMOCBIAYEHHA MPO FAKICThL Ne34
AieTuina nofiasxa «3050SITs no 250 mg Ne&0
HAIBA MPOAYKWIT Buchoaok gepwasnol CaNITapHO-eNig BMionoriuHGT excnepTuan Ne05.03.02-04/31040 Big 11.04.2012p.
HOPMATUBHUE NOKYMEHT TexniuHi ymosn TY ¥ 15.8-30112347-011-2003
nlﬂﬂFMEMCTBO‘EHPOEHHK TOB Hyrpimeg”
BWPOSHHYI NOTYKHGCT| “epkaceka ofn,, ¢ CyHkH, Byn. Uentpansna, 1
BATA BHPOEHWLTBA Civens 2021
KIHUEBWK TEPMIH NPHNATHOCTI  Ciuens 2023
Na napTIT 010121
OPTAHONENTUYHI TIOKA3HNKHN
METO4H PESYNLTATHA
HA3BA NOKAZHMKA BUMOrH HOPMATMBHOTROH‘YMEHTALIII XOHTPONIOBAHHS BUNPOEYBAHE
o Kancynkxenatvoni npopoarysars opuu.Buicr KancyNA — NOPOWOK OBHOPIAHWA TV Y 15.8-30112347-011- + .
3OBHIWHIA BUr, nan 1o Bcifl Mact 2003 Bignopigag
Kancynu enacruuni NPH Hapaemosans|, sMicr Kancynn — CANYSMIA NOpGWwoE, TY ¥ 15.8-30112347-011- 7 5
KOHCKUCTEHUIA CAHOPIAHA#E o BCIA wact 2003 Bianoainae
Kone Bnacwauﬂ kancyni. BMicT kancynu — NOPQLIOK CIpT-3eneHoro KOMs0DY, OQHODIgHAR TV ¥ 15.8-30112347-011- Blanosinae
e 8CiA Mad 2003

CMAK | 3ANAX BwicT kancynu nosunen Maru 3anax cheyuthivHuA TPas'AHNY, fipsysatid va oMaK,  TY ¥ 15.8-30112347.011- Bianosigae

€83 CTopoHHix npucmaKis Ta sanaxls 2003
MEWKO-BI0N0TIYHI MOKA3ZHAKK
BAMOTU HE, JORYS T DAKTUNHE JHAYEHHS, HOHA METOZW
HA3BA NOKAIHUKA PIBHI, MI7KT", HE BINbLLIE Mk OOCTUMKEHD BIAMITKA nPo BIANOBIOHICTL
TOKCUYHI ENEMEHTH
CHUHELL 6.0 <0,02 TOCT 26932

Bignoslnae
KAZMIG 1.0 <0,008 FOCT 26933 Bignosigae
MAUWAK 05 <0,08 FOCT 26¢30 Bigncsigae
PTYTb a1 <0,0075 TOCT 26027 Bignosinae
AECTHLMOU
TENTAXNOP He gon, He Bxseneno FCTY ENe12393-2002 Blanceigae
FXUr-rema-lsomep 0,1 <0,005 ACTY ENe12393-2003 Bignoslnae
BATI- meTabonity 01 <0,005 ACTY ENe12393-2003 Blanosigae
ANOPUH He gon. He suaeneno ACTYE 3-2003 Biancaigae
MIKPOBIONOMYH) MOKAIHWKIA

KMADAM, K¥OR1 T, He Glnswe 1x10* <15x 10 CanlluH 42-123.4040 Bianosiaae
Brn {nmmnpuu} s01r He gonycrartsea He auasneng CanluH 42-123-4840 Bianoslaae
Ecollp1,0r He genvekawmscn He suranenc CanluH 42-123-4040 Bianosiae
Saursus s 1,0r Hs gonycrawmca He snazneng CanluH 42-123-4940 HBignosinae
B.cereus @ 1,01, vie Ginwe 2x19° He suAmnexo CanluH 42-123-4940 Bignosinac
finicenes! rpuse, KYO a 1,01, 1o

Sinsue " 1x10% He sxasneno CarfuH 42-123 4040 Biancsinae
Aplwmpud, KYO 8 1,07, He Blnewe Tx10° He snsenexc CanMNuH 42-123-4p40 Bianoslyag

Natoressl MIRPOTPraKizmMm, B T.u.

654T. pony Cankmonena, o 10 1 He gonyckaworees Ha susaneno CanllaH 42-123-4540 Biancaigac
PARIORYKNIAW, Gr/xr
UE3IF 137 200 448

MBY 486

Biancslaas
CIPOHUIA -5 so 384 MI 12-03-98 Bianoslaae
DISUKO-XIMIMHI NOKAIHWKA

HA3BA NOKAIHUKA HOPMA PAKTHMHHE 3HAYEHHSA METOAH KOHTPONIOBAHHA
Mzacona vactka sonar, %, He Glnbiwe 10,0 4,88 rlano 2 MOCT 24027 2
Macoza vacyka sonmn saransxol, %, He Ginswe 8,0 5,84 3riguo 3MOCT 24027.2
Capeann maca auicty kancynm, mg 28017,5% 00 " TYY 15,850112347.011-2003
Cropounl nomhaky He gonyesaone Biacyrs| o

© 8riaHo 3 FOCT 24027.1

He micTut, IMO
BucHosaok: NEPEBIPEHHA 3Da30K gicTUuHoF

3a nep no|

'.,-L}i-ﬁ\..t”{ﬁ”{' gl
“HyTwﬁ, 235"

Peamiauiio dozaonmo,

P o
Tonoawwii Texkonor iynosnesaenz ©coba 3 ArocTi Ta Geaneurocry/ ‘Boponai I, T,

Ch 0579
- 730y 2y /&




QJapM@

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

Ceptndikar axocri N2 040000109780

3onmirpen® , TabneTkn, EXpUTI NNiBKOBOIO 06onoHKolo, No 2,5 mr, no 10 Tabnetoxk y

6nicrepi, no 1 6nicrepy y nauuyi

1TABAETKA MICTWUTb: 30NIMMTPUNTAHY ¥ NEPEPAXYBAHHI HA 100% PEYOBUHY 2,5 Ml

Homep cepii: 130823 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 15.676 Tnc.ynak. Ne PeecTp. NocBigueHnA: UA/MA756/01/01
Hata supoGunyTea: 08.2023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 113 no P NeUA/4796/01/01, 3minm Big 30.09.2020 p.

HaiimeHyBaHHA NOKA3HUKIB

Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onwnc

laenTndikanin

30NMITpUNTaH

CepepHa maca

OpHopigHicTh AO30BaHNX

TaGneTkn kpyrnoi $opmMn 3 ABOONYKNOID
NoBEepXHEID, BKPUTI NniBkoeolo o6onoHKol, Gninoro

KOPUYHEBO-KOBTOTO KONbOPY. Bignoeigae

Ha xpomatorpami BUNpoBoByBaHOrO poO3UMHY,

OTpUMaHiin ¥ po3gini "KinbkicHe BU3HaYeHHA",

yac YTPUMyBaHHA OCHOBHOTO MiKy 30NMITpPUNTaHY

Mae CMiBnagaTh 3 Yacom YTPUMYBaHHA OCHOBHOMO

NiKy 20AMITPUNTAHY Ha XpoMarorpami po3yuHy

NopiBHAHHA (b) Bignoeigae
Big 97 mr go 107 mr 102 mr

Mae BUTPUMYBATH BUMOTU

OaUHULb Bignoeigae
CynposigHi gomilxm '%m_.
AOMILLKN 3 BiTHOCHNM 4acom He Ginbwe 0.3 %  / o> 1:1 = ON
yTpuMyBaHHA 6nusbke 1,15 JTOKY MEHTIB )w 0,0 % (<MKB)
6yab-AKol 0QUHUYHOT BOMILLKK He Ginbwe 0,2 % 1] E aﬂM - E 0,1%
CyMa [OMILIOK He 6inbwe 1,0 % - ﬂ: 0,1 %
Po3unHeHHA He meHwe 75 % (Q a;\%g \)_(5,__1 8__},\-‘ '\\\\ ; 102 %
MixpoSGionoriuHa uncrora aipa .M
3aranbHe Yucno aepoBHUX Kputepiil npuitHaTHOCTi 1000 KYO/T
mikpoopraHismie (TAMC) * *
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuidHaTHOCTI 100 KYO/r
nnicHABKx rpubie (TYMC) * *
Escherichia coli * BigcyTHictb B 1T *
KinekicHe BU3HauYeHHA
30NMITpUNTaH Big 2,25 mr po 2,75 mr, B NepepaxyBaHHi Ha
CepefHIo Macy ofiHiel TabneTku 2,50 mritab
Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000109780

Crop. 1

32



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 4852657 (uinofoGoso)

¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAATHOCTI: 3 pokn Do 08.2026

¥Ymosu 3bepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.

KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote MU NigTEEpIMKYEMO BiANOBIAHICTL AaHO! cepii Bumoram H
3ansa npo cepradikayio:

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMaLia € pocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno snpobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBEAeHUI A KOHTPONb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHWX MiCLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiami, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEHa BignosigHicts GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnosHoBaxeHa ocoba — posigHKiA iHxeHep BCraBll Kpaeuenko C.M. 13.08.2023

Bupobnnua finoHULA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N2 637430 Bip 07.04.2015;

Ceptudikat GMP N2045/2022/GMP Big 25.08.2022; GMF/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectaujiio N2 320 Big 22.01.2019

*'\(‘H["Hf)

e B[

N

Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000109780 Crop.2 32



il N

Ten. (044) 496-87-87, Ten.fpaxc {044) 239-19-38, Tenfpare (044)49689-42, Ten. (044} 485-26-57 {ulnogeSoso)

Ceptudikar akocti Ne 040000088523

3onmirpes® , TabneTkn, BKPUTI NNiBKOBOK 060NOHKOM0, no 2,5 mr Ne 10
1TABJIETKA MICTATb: 30NMITPUMTAHY ¥ TIEPEPAXYBAHH! HA 100% PEYOBUHY 2,5 MT

Homep cepii: 131020 Kpaita oTpumyBay: YkpaiHa

KinbKkicTe npoaykuii: 18.525 Tuc.ynax, N2 PeecTp. nocsiguerHs: UA/4796/01/01

[ata BupoBHuuTea: 10.2020 Tepmin gii peectp. noceiguenns:  12.05.2021

AHania suKoHaHWA no: MEKs I3 po Pi1 NeUA/4796/01/01 sig 12.05.2016 p.

HafiMeHyBaHHA NOKa3HWKIB Bumoru AHA(cneyundikadii) Pesynbrarit eunpofyeass
Onuc TabneTkn Kpyrnoi GopmMu 3 ABOONYKNAOK

nosepxHew, BKpWTi NAiBKoBclo obonoHkow, dnigoro
'KOPUYHEBO-HOBTOTC KORBODY. Bignosinae
laenTudikayin
3onMiTpUnTaH ' Ha xpomarorpami BUIpQGOBYBAHOTO PO3UKHY,
OTpUMaHIA Y po3gini "KinbkicHe BU3HaueHHA",
Hac yTPUMYBaHHA OCHOBHOIO fKY ZONMITRUATAHY
Ma€ CriBnNagaTi 3 YacoM YTPUMYBEHHA CCHOBHOTO

MiKY 30AMITPUNTaHY Ha XpoMaTorpami po3uvHY

nopisHaxHa (b} Bignosipace
CepefiHa Maca Big 87 mr go 107 mr 102 mr
OpHOPIAHICTE KO30BaHNX Mae BuTpumMmyBaT/ BUMOTHU
OAMHYWLb Bipnosigae
CynpoBigHi gomimxn
OOMIlLKY 3 BiIHOCHUM Yacom He Ginbwe 0,3 %
yTpWMysaHuA 6nmseko 1,15 0 G Frwex
BYAb-AKOT DAMHUYHOT AOMILLIKM He Ginbwe 0,2 % 0 % ***
cyma gomiwok He Ginbwe 1,0 % 09t
Po3unHeHHA He meHwe 75 % (Q) 3a 45 xB 84 %
Mikpo6ionoriuna uncroTta
3aranbHe Yncno aepofHmx Kputepin npunnarsocti 1000 KYO/r :
mikpoopraniamis (TAMC) *
3aranbHe YMCNO SPIKOKOsNX Ta Kputepin npuiHatHocti 100 KYO/r
nstichaeux rpmbis (TYMC) *
Escherichia coli * BincyThictb B8 17 %
KinukicHe susHayenHn
30AMITPUNTaH Big 2,25 mr po 2,75 mr, 8 nepaepaxysanHi Ha
CEpeAHI0 Macy oaHiel TabneTku ; _2.,43 mritad
Ynakoska Mae eignosinamy sumoram ‘ * Bigrosinae

Crop. 1% 5'2

D, an 1 og5% é‘/@ 4,08 4637
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el [TV

Ten. (044) 496-87-87, Ten/paxs (044) 230-19-38, Ten./panc (044)49689-42, Tan. (044) 485-26-57 {uinogcGoso)

MapryBaHHa Mae eignogigatv sumoram Bignosipae

Tepmin npugatHocti: 3 pokm Jo 10.2023
YmoBw 36epiraHna;  3Gepirati & opurivanbHin ynakosui npy Temnepatypl He aunwe 25 °C.
KomenTapi:

*Ha nigcrasi nepiofuuHore KoHTponio, Npote My nigraepixyemo BigNoBiaHicTs AaHGT cepii sumoram HL
***<MKB

M pmentie 1.0%

i**ﬁ*(MB

3asea npo ceprudixkayito:

LM A 3aceiguylo, WO BuILEBKa3aHa iHpopMaLia € AOCTOBIPHOK | TouHow. Lo cepito npopykuil Gyno rpobneHo (Bkiouaoun
YNaKoBKy/MapKysaHHA) Ta NEOBEREHMIA KOHTPONL 1 AKOCTI Ha HWKUYeBKa3aHI AinbHLI B NOBHIA slgnoslp.Hocﬂ po Bumor GMP,
BCTAHOBNEHNX MICLEBUM PEryNATOPHWM OpraHom, a TakoxX y slanosigHoctl i3 cneuundikauismys” %@ma@gggm’peg y peecTpaiiitHomy
Aocbefroprosol nitensii, Tipotokony BPoGHULITEE, NaKyBaHHA Ta aHanizie Gynu nepempe ‘@a CTaHOENE! 1qnos|nmc7b GMP

\mo,m Bawena 'S’\

N , ‘ Q kQGODd ®

Dossoneno po peanisayii / o BigBaHTAXKEHHA 12 s
YnosHoBaeHa ocoba — NposigHui inxkenep BCTabll KpasueHko C.M. 3 *ﬁ m—:,.\(pl 04.11.2020

R mq ?\. 2. r

BupobHuua ainbHMLA:
YKPATHA, 04080 m. Kuis-8C, syn. ®pyHze, 74; Nliexsia Ha eupobHuyTeo AE N2 637430 Bm, 07"@41

GMP Ne075/2019/GMP sig 10.10.2019; UP/1-5630-10/18-03/06 slg 16.01.2020

,‘Lﬁ*”’ﬁeprmbmar

KoxTtponb AKocTi Ta BMAjaua AO3BONY Ka peanizauilo:

YKPATHA, 04080 m. Kuis-80, Byn. Opynse, 74; Ceinoutso npo atecrayiic N 380 sig 22.01.2019

Crop.2 32




QJapM@

OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

Ceptndikar axocri N2 040000110920

3onmirpen® , TabneTkn, EXpUTI NNiBKOBOIO 06onoHKolo, No 2,5 mr, no 10 Tabnetoxk y

6nicrepi, no 1 6nicrepy y nauuyi

1TABAETKA MICTWUTb: 30NIMMTPUNTAHY ¥ NEPEPAXYBAHHI HA 100% PEYOBUHY 2,5 Ml

Homep cepii: 141023 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 18.313 Tuc.ynak. Ne PeecTp. NocBigueHnA:
Hata eupotHnuTBa: 10.2023 TepMiH aiji peecTp. NocBigueHHA:

AHaniz BUKOHaHMIA no:

MKA 113 no P NeUA/4796/01/01, 3minm Big 30.09.2020 p.

UA/4796/01/01

HeoOMeXeHNHA

HaiimeHyBaHHA NOKA3HUKIB

Bumoru AHJ{cneumndikanii)

PesynbTatv BunpobysaHn

Onwnc

laenTndikanin

30NMITpUNTaH

CepepHa maca
OpHopigHicTh AO30BaHNX
OpUHULb
CynposigHi gomilxm
[OMILIKKN 3 BIiBHOCHMM Macom
yTpuMyBaHHA 6nusbke 1,15
6yab-AKol 0QUHUYHOT BOMILLKK
CyMa [OMILIOK
Po3uyuHeHHA
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX
mikpoopraHismie (TAMC) *
3aranbHe YUCNO ApiKAXKOBUX Ta
nnicHABKx rpubie (TYMC) *
Escherichia coli *
KinekicHe BU3HauYeHHA

30NMITpUNTaH

TaGneTkn kpyrnoi $opmMn 3 ABOONYKNOID
NoBEepXHEID, BKPUTI NniBkoeolo o6onoHKol, Gninoro

KOPUYHEBO-XKOBTOIO KONLOPY.

Ha xpomatorpami BUNpoBoByBaHOrO poO3UMHY,
OTpUMaHiin ¥ po3gini "KinbkicHe BU3HaYeHHA",

4ac YTPUMYBaHHA OCHOBHOIO MKy 30MMITpUNTaHY
Ma€ cnisnagaTy 3 YacoMm yTPUMYBaHHA OCHOBHOIO
NiKy 20AMITPUNTAHY Ha XpoMarorpami po3yuHy
NopiBHAHHA (b)

Big 97 mr go 107 mr

Mae BUTPUMYBATH BUMOTU

He 6inbwe 0,3 %

He 6inbwe 0,2 %
He 6inbwe 1,0 %
He meHwe 75 % (Q) 3a 4

vy

-

s/ O\
TOKYMEHTIB AR
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Kputepiil npuitHaTHocTi 10

Kputepiil npuidHaTHOCTI 100 KYO/r

BigcyTHictb B 1T

Big 2,25 mr po 2,75 mr, B NepepaxyBaHHi Ha

CepefHIo Macy ofiHiel TabneTku

Bignoeigae

Bignoeigae

102 mr

Bignoeigae

0,0 % (<MB)

0,1%

0,1%
97 %

2,46 nmriTab

Cepmudbixam nidnucano efeKmpoHHUM hidnucom

D 0400001710820

Crop. 1

32



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 4852657 (uinofoGoso)

¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAATHOCTI: 3 pokn Jo 10.2026

¥Ymosu 3bepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.
KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote MU NigTEEpIMKYEMO BiANOBIAHICTL AaHO! cepii Bumoram H
3ansa npo cepradikayio:

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMaLia € pocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno snpobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBEAeHUI A KOHTPONb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHWX MiCLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiami, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEHa BignosigHicts GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnosHoBaxeHa ocoba — posigHKiA iHxeHep BCraBll Kpaeuenko C.M. 16.11.2023

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N2 637430 Bip 07.04.2015;

Cepmudikat GMP Ne045/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectaujiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000110820 Crop.2 32



OAPMAK

Ten. (044) 496-87-87, Ten./pake (044) 239-15-38, Tendare {044149689-42, Ten. {044) 485-26-57 {wnopobora}

YnakoBka Mae Bignoeigath B¥Moram Bianoginac
MapkyBaHH# Mae Bignogigath B¥Moram Bianoginac
TepMiH npupaaTHoCT: 3 pokn o 07.2025

¥moBu 36epiraHHA:  36epiratk B opuriHanbHii ynakoBUi Npy TemnepaTypi He sulle 25 °C.

KomenTapi:

3anBa npo cepTudikadiio:

Lum a 3aceifuylo, WO BUILEBKa3aHa iHdopMaLia € AocTosipHole | TouHew. Lo cepilo npoaykuii 6yno supobneHo (BKAKDYaKUU
YNaKoBKY/MaPKYBaHHA) Ta MpoBeAeHUA KOHTPONDb Ti AKOCTI Ha HMXYEBKasaHii AinbHWUI B NOBHIN BignosigHocTi Ao sumor GMP,
BCTAHOBNEHWX MiCLEBUM PErymATORHUM OpraHoM, a TakoX ¥ BiANoBigHOCTI i3 ceundikaliamu, AKi 3HaXOAATLCA ¥ peccTpaliiHoMy
Aocbe/fToprogol Aiuexsii. MpoTokonn BMPOGHUUTBA, NakyBaHHA Ta aHanisie Bynn NnepeBipeHi Ta BCTaHOBREHA BIANOBIAHICTE GMP.

AossoneHo ge peanizadii / Ao BigBaHTaKeHHA
¥noeHoBaxeHa ocoba — MNpoeigHui ixeHep BCTaBMN Apemenko B.B.

: 05.08.2022
BN I8

identfea rtio; :;d:;m
(0481198

BupoSHuua AinbHULA:

YKPAIHA, 04080 m. Knig-80, Byn. Kupuniecoka, 74; NineHsia Ha BupoBHuuTBo AE N2 637430 gig 07.04.2015;

Ceptugikat GMP Ne075/2019/GMP gia 10.10.2019; GMP/EAEU/BY/0045-2021 gig 25.02.2021; UP/1-530-10/21-03/13 8ig
28.10.2021

KonTponb AKOCTI Ta Buaava go3BOAY Ha peanisadilo:
YKPAIHA, 04080 m. Knig-80, Byn. Kvpuniecoka, 74; CBigoutso npo atectauio Ne 390 gig 22.01.2019

Cepmudbikam nidnucano enekmpotHUM niénucom D 040000102125 Crop.2 32



®a pM@

Ten. (044) 496-87-87, Ten.fpakc (044) 239-15-38, Tendare (04414968942 Ten. {044) 485-26-57 {unopoborn)

Ceptudikar akocti N2 040000102125

3onmirpeH® , TabneTkn, BKpuTi nniBkoeolo o6onoHKolo, no 2,3 mr, no 10 rabnertok y

6nicrepi, no 1 6nictepy y navui

1TABNETKA MICTUTDb: 3CNIMITPUNTAHY ¥ NEPEPAXYBAHHI HA 100% PEYOBWHY 2,5 Ml

Howmep cepii: 150722 KpaiHa oTpymyBavy: YKpaiHa
KinekicTh npoaykui; 8.999 Tuc.ynax. N¢ PeecTp. nocBifueHHA; UA/4796/01/01
fara supoBHuUTBa: 07.2022 TepmiH Aii peecTp. NOCBiAYeHHA:  HeoBMexeH i

AHaniz BUKOHaHWiA no: MKA N3 no PN NOUA/4796/01/01, 3minn Big 30.09.2020 p.

HallmeHYBaHHA NOKa3HNKIB

Bumoru AHA{cneyndrikauii) PesynbTaTv BUNpobysaHb

Oonuc

lnenTudikauin

3ONMITPUNTaH

CepeaHa maca
CAaHopigHICTE Ao30BaHUX
CAVHMLB
CynposigHi gomilku
JOMILLKK 3 BIAHOCHMM Yacom
YTpUMyBaHHA Gnusbke 1,15
6y b-AKOT OAMHWUYHCT AOMILIKI
CYyMa AOMILLOK
Po3unHeHHA
MikpoGionoriuHa yncrora
3aranbHe yncne aepoBHnx
mikpoopraHismie {TAMC)
3aranbHe Yncno APiKAKOBUX Ta
nnicHaAgux rpubie (TYMC)
Escherichia caoli
KinbKicHe BW3HayeHHA

3ONMITPUNTaH

TabneTkv Kpyrnoi ¢opmK 3 ABCCNYKICKD
nogepxHelo, BKpWUTI nniBkosoe ofionoHketo, Gnigoro

KOPWUHHEBO-HOBTOMO KONbOpPY. Bignoginac

Ha xpomatorpami BUNpoBoBYBaHOTO PO3UNHY,

OTpYMaHif y po3pini "KinbKicHe BU3HaYeHHA",

4ac YTPUMYBAHHA OCHOBHOTO NiKY 30NMITRPUNTaHY

Ma€ CniBnajaT 3 4acom YTPUMYBaHHA OCHOBHOIO

MiKy 30AMITPUNTaHY Ha XpomaTorpami po3umnHy

nopisHAHHA (b) Bignoginac
Bin 97 mar no 107 mar 101 mr
Mae BUTpUMYBATY BUMOTK

Bignoginac

He 6inble 0,3 %
0,0 % {(<MB)

He 6Ginbwe 0,2 % 0,0 % {<MB)
He 6Ginbwe 1,0 % 0,0 % (<MB)
He meHwe 75 % {Q) 3a 45 xB 95 %

Kputepin npuiHaTHocTi 1000 KYO/r

0 (MeHwe 100)
KpuTepin npuiHaTHocTi 100 KYO/Ir

0 (MeHwe 10)

BincyTtHicTb B 1 T BigcyTHi

Bia 2,25 mr no 2,75 mr, B nepepaxyBaHHi Ha

cepefiHio Macy oaHiel TabneTku 2,46 mr/Tat

Cepmudbikam nidnucano enekmpotHUM niénucom D 040000102125

Crop. 1
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QJapM@

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprndikar axocri N2 040000107363

3onmirpen® , TabneTkn, EXpUTI NNiBKOBOIO 06onoHKolo, No 2,5 mr, no 10 Tabnetoxk y

6nicrepi, no 1 6nicrepy y nauuyi

1TABAETKA MICTWUTb: 30NIMMTPUNTAHY ¥ NEPEPAXYBAHHI HA 100% PEYOBUHY 2,5 Ml

Homep cepii: 60423 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 18.649 Tnc.ynak. Ne PeecTp. NocBigueHnA: UA/MA756/01/01
Hata supoGunyTea: 04.2023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 113 no P NeUA/4796/01/01, 3minm Big 30.09.2020 p.

HaiimeHyBaHHA NOKA3HUKIB

Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onwnc

laenTndikanin

30NMITpUNTaH

CepepHa maca
OpHopigHicTh AO30BaHNX
OpUHULb
CynposigHi gomilxm
[OMILIKKN 3 BIiBHOCHMM Macom
yTpuMyBaHHA 6nusbke 1,15
6yab-AKol 0QUHUYHOT BOMILLKK
CyMa [OMILIOK
Po3uyuHeHHA
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX
mikpoopraHismie (TAMC) *
3aranbHe YUCNO ApiKAXKOBUX Ta
nnicHABKx rpubie (TYMC) *
Escherichia coli *
KinekicHe BU3HauYeHHA

30NMITpUNTaH

TaGneTkn kpyrnoi $opmMn 3 ABOONYKNOID
NoBEepXHEID, BKPUTI NniBkoeolo o6onoHKol, Gninoro

KOPUYHEBO-KOBTOTO KONbOPY. Bignoeigae

Ha xpomatorpami BUNpoBoByBaHOrO poO3UMHY,

OTpUMaHiin ¥ po3gini "KinbkicHe BU3HaYeHHA",

yac YTPUMyBaHHA OCHOBHOTO MiKy 30NMITpPUNTaHY

Mae CMiBnagaTh 3 Yacom YTPUMYBaHHA OCHOBHOMO

NiKy 20AMITPUNTAHY Ha XpoMarorpami po3yuHy

NopiBHAHHA (b) Bignoeigae
Big 97 mr go 107 mr 102 mr
Mae BUTpYMYBaTH BUMOTH

Bignoeigae

He 6inbwe 0,3 %

0,0 % (<MB)
He 6inbwe 0,2 % 0,0 % (<MKB)
He Ginbwe 1,0 % 0,0 % (<MKB)
He meHwe 75 % (Q) 2a 45 xB 89 %

Kputepiil npuitHaTHOCTI 1000 KYO/T

Kputepiil npuidHaTHOCTI 100 KYO/r

BigcyTHictb B 1T

Big 2,25 mr po 2,75 mr, B NepepaxyBaHHi Ha

CepefHIo Macy ofiHiel TabneTku 2,48 mritab

Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000107363

Crop. 1
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 4852657 (uinofoGoso)

¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAATHOCTI: 3 pokn Ho 04.2026

¥Ymosu 3bepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.
KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote MU NigTEEpIMKYEMO BiANOBIAHICTL AaHO! cepii Bumoram H
3ansa npo cepradikayio:

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMaLia € pocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno snpobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBEAeHUI A KOHTPONb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHWX MiCLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiami, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEHa BignosigHicts GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnosHoBaxeHa ocoba — posigHKiA iHxeHep BCraBll Kpaeuenko C.M. 28.04.2023

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N2 637430 Bip 07.04.2015;

Cepmudikat GMP Ne045/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectaujiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000107363 Crop.2 32



QJapM@

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

Ceptndikar axocri N2 040000108607

3onmirpen® , TabneTkn, EXpUTI NNiBKOBOIO 06onoHKolo, No 2,5 mr, no 10 Tabnetoxk y

6nicrepi, no 1 6nicrepy y nauuyi

1TABAETKA MICTWUTb: 30NIMMTPUNTAHY ¥ NEPEPAXYBAHHI HA 100% PEYOBUHY 2,5 Ml

Homep cepii: 90623 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 19.065 Tnc.ynak. Ne PeecTp. NocBigueHnA: UA/MA756/01/01
Hata supoGunyTea: 06.2023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 113 no P NeUA/4796/01/01, 3minm Big 30.09.2020 p.

HaiimeHyBaHHA NOKA3HUKIB

Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onwnc

laenTndikanin

30NMITpUNTaH

CepepHa maca
OpHopigHicTh AO30BaHNX
OpUHULb
CynposigHi gomilxm
[OMILIKKN 3 BIiBHOCHMM Macom
yTpuMyBaHHA 6nusbke 1,15
6yab-AKol 0QUHUYHOT BOMILLKK

CyMa [OMILIOK

TaGneTkn kpyrnoi $opmMn 3 ABOONYKNOID
NoBEepXHEID, BKPUTI NniBkoeolo o6onoHKol, Gninoro

KOPUYHEBO-KOBTOTO KONbOPY. Bignoeigae

Ha xpomatorpami BUNpoBoByBaHOrO poO3UMHY,

OTpUMaHiin ¥ po3gini "KinbkicHe BU3HaYeHHA",

4ac YTPUMYBaHHA OCHOBHOIO MKy 30MMITpUNTaHY

Ma€ cnisnagaTy 3 YacoMm yTPUMYBaHHA OCHOBHOIO

NiKy 20AMITPUNTAHY Ha XpoMarorpami po3yuHy

NopiBHAHHA (b) Bignoeigae
Big 97 mr go 107 mr 104 mr
Mae BUTPUMYBATH BUMOTU

Bignoeigae

: Mg N\eN
TOKYMEHTIBN\Z)

0,0 % (<MKB)
0,0 % (<MKB)
0,0 % (<MKB)

Po3uyuHeHHA 94 %
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX Kputepiil npuitHaTHOCTI 1000 KYO/T
mikpoopraHismie (TAMC) * *
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuidHaTHOCTI 100 KYO/r
nnicHABKx rpubie (TYMC) * *
Escherichia coli * BigcyTHictb B 1T *
KinekicHe BU3HauYeHHA
30NMITpUNTaH Big 2,25 mr po 2,75 mr, B NepepaxyBaHHi Ha
CepefHIo Macy ofiHiel TabneTku 2,61 mritab
Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000108607

Crop. 1
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 4852657 (uinofoGoso)

¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAATHOCTI: 3 pokn Ho 06.2026

¥Ymosu 3bepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.
KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote MU NigTEEpIMKYEMO BiANOBIAHICTL AaHO! cepii Bumoram H
3ansa npo cepradikayio:

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMaLia € pocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno snpobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBEAeHUI A KOHTPONb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHWX MiCLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiami, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEHa BignosigHicts GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnosHoBaxeHa ocoba — posigHKiA iHxeHep BCraBll Kpaeuenko C.M. 30.06.2023

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N2 637430 Bip 07.04.2015;

Cepmudikat GMP Ne045/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectaujiio N2 320 Big 22.01.2019
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