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BATCH QUALITY CERT]FI.CATE /
CEPTH®IKAT SIKOCT CEPH

Name of product: Dietary supplenient OMEGABALANS ZN PLUS/
Hasea nponyiery: Jietimas no6anka OmeraRanane Zn TUHOC®

Dosage form: syrup, 100 ml in bottle,

1 bottle with 5 mi measuring spoon in carton box /

Qopma Bunyccy: cupon no 100 Ma ¥ Prawoni 3 Gypwrknorore cka; no | darakony 2 MipHote nokko 5 M B KAPTOHIi nayui

Statenient on the resenrch work: Mo 3/8-A-2010-19-67620F, /
3si1 1po Waykose-gecniany poGory: Mo 3/8-A-2010-19-676208

Manufactuorer: «Berko lluc Ve

Kimyn Sanayi. A.S», Yenisehir Mah. Ozgur Sok. Nu:

16-1%, Atasehir, Istanbul, Turkey

BupuGunx: : «llerko lac Ve Kimya Sunayi. A.S.», Eniwexip Max, Osviop Cok. Ne 16- 18, Avawexip, Crambys, Typeuunna

Not a medicinal product / He ¢ JUKAPChiChM 3800608

Manufacturing date ¢ Jara BHPOOHHITRA: 23,11,2020
Expiry date / Tepmiv npugarnocti: 23.11.2022

Balch number / Cepis: 2011068
Bateh size (packs)/ Poauip cepii (y1.) :9.066

Tests ¢
Hupmarnani nokaimen

Specification / Crietndixaria

Results / Pesynp i

Appearance /
| Jorninmiii prrisa

Opalescence, yellow solution /
Onazecnvioysii, ot possu

Average Yolame /
Cepensiit of tu

Complics /! Binnoginae

Min, 100.0 mt/
He merusie 100.0 mx

Density /
'yeruna

0.95 — 1.10 p/mal /
(.95 - 1,10 1iun

1 ml 7 un

L.06 g/ml f v/nin

Determination of Preservarive 7
Bisnanenus KONCeppanTing
Pulussium sorbate /

| Copat xwrio

Min. 3.7S mg/ 5 mt/
He mennie, niu 3.75 M/ 5 M

Assay /

Kinsricke misnanenna:
Zine /

ek

Vitamin B6 /
Bitamin B4

Vitamin D3 /
Brravin D3

Yitamin C /
Birwain ¢
Fish Oil (EPA) /

Pul neausii anp (FHK)

Fish Oil (DRA)/
Iﬁnﬁ’m_mi.i #up 'K

1,88 mg/ 5 mi (1.598-2.726 mg/5ml/
188 aui/ 5 3 (1.598-2.726 wr / 5 M)

L0 mig/ S ml (0.80-1.50 mg /5 mb)/
LM S nn (0.80-1.50 w1 7 5 pam)

5.0 pg/ S ml (4.0-7.5 pg/ & mi) /
5.0 vir! 5 mn (4.0-7.5 s S ml}

7.50 mg/ 5 ml (6.00-11,25 wmg/Smly/
T30 :p/ S M (B00-11 25 ur /s M)
Min. 175 mg/Sml/

He meraue, nix 175 mré 3 ap

Min, 280 mg/ 5 ml/
Tle menme, 1miuc 280 M1/ 5 s

725 me Sl / vrd S

Microbial cantamination * /
MikpoGionorivma uncrora*
E, voli

< 10 CFEU/ml # Mchnie 10

* - Microbial contumination test is performed on 2 batehes pe iod
* - Teer na mikpoGioaerivy HHCTUTY LIDOBOAKTRCH I8 IROX cepit-ua p

Nume nnd position fitle af person nuthorizing the
bateh relesse: / Tpissmme ta nocana ocoli, uw ey

AUINELL Y BHIYCK Cepil:

Date of signature / lora uiymeys 08.02.2021

BERKO ILAC VE KIMYA SAN. A.S,

Yenischir Mah. Ozgur Sok. No: 16— 18, Atasehir, istanbul, Turkey

/’4%/%/' A 2045 4y

/

A3.77 AZRy S

L9233 mg /S mb/ sid S un

LOT mig /S mls s § aqn

530 ng/ 5 ml 7 swrd 5w

TT2mg /S m/ s/ 5 v

1820 mg/ S ml/ a5 mp

4904 mg/ S ml f v 5 a

<10 CFWml f KV O/am




é’»
i# FARMAKOM

Hdexnapaniss BUpoOHHKa
(IOKYMEHT Mmpo AKICTb)

TOB BT® «Dapmaxom»

61001, Ykpaina, M. Xapkis, Byx. FOp'ieceka, 17

Ceprudikar ISO 9001:2015 NeUA 228965 Big 27.08.2018 p.,

Cepradikar [SO 22000:2005 Ne102090 H Bin 13.09.2019 p.

Haiimenysanns: Jo0aBka gieraaHa «Omera-3-6-9» kanc. 1,4 r Ne60
Homep naprii (cepis/nara BuroroBienns): 010421

3aTY VY 10.8-30590731-026:2017

_— m—

[ ~ XAPAKTEPUCTHUKA PE3VIIBTAT
| MAMMERVDAHRUITIOKASHMKA | " 1HOPMA BHITPOBYBAHHS
3oBHiluHiH BArIAA, dopma M ’sika >KeTaTHHOBA Karcyia BUTAHYTOT Binnorizae
dropmu. BMicT Kancynu-mMacnaHUCTa '
pinuHa
Konip ' Kamcyna npozopa 6e3 konsopy abo Binmosinae
3a0apBleHa Xap4OBHMH OapBHUKAMHU.
Konip smicTy-npo3opuii 3 BiATiHKaMH
Bi{ 3KOBTOI0 10 KOPHYHEBOIO !
3anax, cMak Bes zamaxy abo cnaduit cerydgiunmii Bignoeinae i
| 3amax, cMak crienmdivnmii ] ]
Macosa yacTka BoJoru,% ne Ginbine - 2,0 | Bipnosigae |
Kucnorne yucao, e KOH/r, ne Gippine . |~ 40 B | Biagnosizae = |
[NepoxcUIHE YUCITO, M MOJIB/KT, He OibLue 10,0 - Bignosigae
BMicT HenacHueHUX }KI:I’pHI/IX KHCITOT, BiA 20 i Binmosizac
CYMH SKUPHHMX KHCJIOT, %, HE MEHIIE HIDK | o . AR
| Maca kameymu, v L4re3% | Binnosizae
- Posnapaums kancyind ,xBuiuH, ve Oinblie . 30 | Bignmnoimae |
- BMiCT TOKCHUHMX €JIEMEHTIB, MI/KT, He
Ginbiue: :
CBUHEIE 1,0 Bianosinae
KaaMii 1.0 Bignosinae
MULI'STK 0,2 Bianosinae
PTYTb o 03 | Binnosigae
[ectunnan, Mr/kr, ve OinmeIle
I'XUr (y-izomep) 0,1 Bianosizae
JMT i ftoro MeTabomiTu 0,2 Bianoginae
[enTaxiop, MI/Kr, He Oibine He no3BonseTbes Bignosinae
ANIpHH, MI/KT, He Oinblue J He no3Bonserses Binnosizae
| Panionykniau, Br/kr He Ginpiue: uesii'* =200 Binnosinae
f - - cTpoHLiit’’-50 - __ Bignosizae |
BakTepiif rpyny KHIWKOBUX NaTHY0K
(xonipopmu)} B 1,0 1 He nossonserscs He BusigneHo
S.aureus, B 1,0r i He no3songerses He BusaBneHo
[Marorenni mikpoopraHismH, B T.4 OakTepil
pogy Canemonena, B 10,0 r . He no3sonserses | He BuasneHo

Hara ananizy: 01.04.2021 p.

Mupexrop TOB BT® «®apmaxomy Kaniniuenxo B.B.

br ol poss?
S30Y 21 7




& ASTRAPHARM

ToBapuCTBO 3 06MEXKEHOI0 BiANOBINANBHICTIO

®-I" COIT-KK-03-055

( “ACTPADAPM?”
Kueso-Caatownncskuit pation, M.Buuirese, syn. Kuisceka 6, Tea/dakc (044) 239-08-99
CEPTHU®IKAT SIKOCTI Ne192
Big "27" kBiTHa 2021 poky
Hassa npenapaty: OPHIIA3O0JI - ACTPA®APM, | HJL, sianosinHo ao kol MK no PT
¢ kancynn no 500 mr Nel0 (10x1)y | nposoautsecs ananis: NeUA/4987/01/01,
6aictepi 3minn 10 MKA
Homep cepii 010421 KinbkicTs y cepii: 15000 yn, Nel0Ox]
Hara BupoGHuiTBa: KBiTeHs 2021 p. Howmep niuensii: Cepis AB Nu501325
TepMid npunarhHocTi: | kBiteHs 2024 p. Ceprudixar sianosignocti GMP: | Ne001/2019/GMP
e IokasHuku Bumoru SRR
HIl pe3yNbTATH
1 Onuec Trepni xenaTHHOBI Kancy M UHAIKAPHYHOT hopmu 3 Binnosizae
HaMiBCHEPUUHAMU KiHLAMH, KOPMYC - 6i0r0 Konsopy,
KPHLIEYKE - CHHBOTO KONBOPY.
Buicr Kageyn - Kpuetaniusui nopowok 61iao-xosToro
KONLODY.
[0 30BHIIHEOMY BUTASAY NOBKHHI 8iANOBinaTH BUMOram
ADVY cr. "Kancynun”
2 [menTudikauis A. B oBnacTi Bin 220 um a0 350 HM Mae cnocTepiraTics Bianosizae
36ir nonosxiens MakCHMYMiB, MiHiMyMiB Ta nneuel npu
TNOPiBHAHHI CMIEKTPIB MOTTIMHAHHS BUNPOGOBYBAHOIO
PO3YHHY, NPUIOTOBAHOIO ANA KiNbKICHOrO BU3HAYEHHS |
PO34HHY NOPIBHAHHA, NPHTOTOBAHOIO NPH BHNPOBY BaHHi
TecTy "PosunHenHs",
B. Ha xpomatorpami BUnpo6osysaHora poauuny, Bianosinae
ozeprkanifl 8 recti "Cynposinni nomiwky", yac
YTPUMYBaHHA NiKy OpHifasony nosuHen 36iraTrcs 3
4acoM yTpumysaHHs niky PC3 opHizasony na
XpOMaTOrpami posumHy nopisHsrus (b).
3 Cepenns maca Bmicty kancyn © | Bin 481 mr ao 559 mr 522,2 mr
4 | OanopimmicTs Macy BMicTy Is 20 BunpoboBysaHux Kancyn ROMycKaeTseA He Hifblue | Bianosiaac
Kancyn 2, 140 MaKOTH BIAXHIICHHA MACH BMICTY Kancynu ia
CepennLoi Macu smicty Kancyn Sinsuie
+ 7,5 %, He NOBHHHO BYTH XKOIHOT KaNCy/H, WO Mae
BIAXH/IEHHA MaCH BMICTY Kancynu Bia cepeansoi mMacu
* . | eMicry kancyn 6inbwe + 15%
5 Posnaganus He 6inswe 30 xs. Bianosinae
6 | PosunHenns Kinbkicts oprinasony, wo nepeiiwna y posuuH uepes Bianosinae
45 xs. Ma€ sianosigatu sumoram JOVY, Q=70 %
7 | OnnopiaHicTs Jo30BaHMX Mae siznosinaru sumoram 1Y, 2.9.40; Bianosinac
OJIMHHLb ' npudiMansHe uucio AV=24: L1=15,0; L2=25,0
8 Cynposigni goMimxu Okpemoi gomiwku - e Ginswe 0,2 % Binnosinac;
£ ‘ Cymu noMiwmox - ve Ginswe 2,0 % Bianosinae
9 | Mikpobiosoriuna unerora 3arabHe uUCno aepobHUX MixpoopraHimis 1. MeHwe
(TAMC): 10°KYOrr. 1000 KYO/r;
3aranpHe YHCI0 APIKIDKOBUX Ta nAiceHesux rpubis 2. meHwe
(TYMC): 10 KYO/r. ‘ 10 KYO/r;
Escherichia coli: sincytni s 1 r 3. Bianosiga
10 | KinekicHe Bu3HaueHHA Bwmicr opuinasony C;H4CIN;O; 8 oani#t kancyni R o
NOBYHHHUHA OyTH Bin 475 Mr 00 525 mr
11 | DakypauHa - 3rigHo sumor MK 4, 3minn mo MKS
12 | MapkysaHHs 3rigHo sumor MKJS], 3minu g0 MK S

nepeBipeHnMH IMOKa3HUKAMH BinroBinae BumoramM MIKSI a H/NQUA/4987/O 1/01 Ta 3minam o M

npodykyil ',, obné
eumozamu GMEY béblohdbnerumu micyesun pezyasmop

e Ao e P

o 2
A -Op2anom, a. maxoxc )7[;‘?

BHCHOBKH: OPHIJA30JI — ACTPA®APM, xancymt mo 500 mr Nel0 (10x1) y 6nicrey

&gﬁ , fouyro, 1o nagédena sume ingpopmayia € do iDp a0 1 .
eHO ma r‘%&eg eHO KOHmMP AL T axocmina ewqes*a:maqeﬂiﬁ%’g%o 7 ‘? % 330
idno

OBH

s ‘
/‘/ MoekoBuenko M.K.




CepTubMKaT kauecTBa Ha npoaykumnio: OHgaHceTpoH, TabneTku, Blo, no 4 mr Ne10 Cepusi: 10421

MpusatHe akuionepue ToBapucTrRO "TEXHQIIOM

. sy CTapa npopista, § Ten: {04744) 4.03-02  npdimantis
: - M. Yuass, Yepracorai ofin. (04744) 40301 ynosrosawend ocobz.
TPyna dpustcaTyitax romnauis 20300, Yepaiva (D4744) 4-03-09  ginain 2 dapmarorarmany
taxc: (04744) 4-41-48  pingin 36yry

Jlinewsis sa pupoGunnrao JiKapersx 32006iE Cepin AR Ne 598079 1 14.02.2014 POKY
Cepragixar na cactemy ynpasminug sxicrio JICTY ISO 2001:2015 No UAMQ.026-056-20
Ceinourso Hepxarnoi cnysxbu Vpainu 3 ikapesionx 2aco6iz Ne 119 npo arecrauic nadoparopii BKA iz 20.06.2017 p-

Ceprudixar cepii Ne 1
Onnancerpon, Tabrerxn, sxpari 00010HK010, 110 4 Mr Ne 10 (10x1) y Gaicrepi
Kpaina eupofnnx Yxpaina
Homep peecrpaniiinoro nocsinuerus ta #oro TepMin aif P. Mo UA/10081/01/01 Tepain i BescTpokong

Cuna mii/axTusHicTs | Talreria BKDYTA 06OIQHKOI MICTHTS: ORIZRCETPORY T APOXTODEAY AMTIAPATY v IepepaxyRaryi Ha ORNAHCSTDOH — 4 MT

Homep cepii 10421

Kinskicre npomyxuil & cepii (vi., . 1a im. ) 7455 vn

Hara supobumirea (08.04.2021 poxy
Aata sakirsenss TepMiy NpUAaTHOCTI Kaitens 2024 p.

Hazpa pinsrmel TIpAT «Texuonom
Anpeca gimsrini IIpAT «Texsonors, 20300 Uepxachxa ofmacts, v, Vians eyl Crapa nipopizna.§
Ceprudixar eimnosizaocri GMP _046/2018/GMP mo 09.08.2021 p.

PE3YIIBTATH BHITPOBYRBAHDL

}ﬁi Noxasuuxn saxocri Buvora nopMaTHBHOI ToKyMerTaNil Kol‘t::;gﬁm Pezyanrata
Tabnerxu, sxpati o6osorKoI0, Hioro ao Maitxe Gimoro ?i iﬁ:gﬁfm
1 Omuc KONBOPY, BCPXHs T4 HIDKHS AORepXHI AxHx onyrni. Ha i _ B .
. % S BHITIAKOM MAHOThH imriopinae
PO31AMI TPH POSTLNAHHL T1iJ1 IYOI0 BREHO SO, OTOHEHE o Sl S
OfIHHM CYIINbLHEM HIEpOM nmMoras JOY
A Ha. xpomarorpami sanpo6osyearoro posunay, Pigunea Bimnoginae
ORCIKAHIH NIPU KiNBKICHOMY BU3HAYCHN, YaC YTPHMYBaHHES xpomarorpadis
Gika ondancempory 2idpoxnopudy Mac BiInoBinaTE qacy (APV, 2229
Inentudicauis: YTPUMYBAHHA HiKa OHdancempony idpoxnopudy ua
2. Onpancerpony KPOMATOTpaMi PO3YHHY HOPIBHAHHS
riapoxaopHa B Ha xpomarorpami BrpoGoeyBaHoro posawxy, ozepxaniii | Touxouaposa Bisnosinae
TIPY BH3HAYEHH] CYTIPOBinHOT dosmfuxy B, Mac BEABIATHCS xpomarorpadis
OCHOBHA IIMA Ha piBHl CCHOBROT ImMA Ha XpoMaTorpami (ADY, 2.2.27)
PO3YEHY NOPiBRsHHA ()
3. Cepenna Maea ; 1560 Mr+£50% OPy, 295 155,8 mr
He Gmmca-_gmc 2 13 20 TalneTok MOKYTE g];p(mmmcaosm BHIpEMyIOTS
4. | Onmopigmicrs macy | _ CCPETEROT MACH Ha BemiIANy, 1m0 nepesuImyE 7,5 %. I®Y, 2.9.5 2,96 %
Hp}& LROMY XOOHA IHNMBITYATEHA MACA HE MAE BLIXHIATHCS £367%
B1A CePENHbLOI MACH Ha BENWYHHY, D10 Nepesymye + 15 % o
5 Posnaganns He 6insme 30 xz. IV, 291 9 xB.
6. Tur ?;"1’;‘1";’””‘ He 6inpme 1,0 % oy 0,6 %
Cynposinai gominiku: Todkomapora
Howmimxa B He 6imeme 0,4 % xpomarorpadis Menme 0,4 %
’ AoV, 2.2.27)
Tami gomimxs Homiuxa C — pe Ginpma 3a nienly 0CHOBHGIG Iika Ha PinznHa He pusBICHO
Xpomarorpani posdusy nopissams {(a) (0,2 %); xpomarorpadis
Homiwxa D — ve Oinpma 3a N1y OCHOBHOTO Mixa Ha oy, 2.2.29)
Xpomatorpani posuusy nopisrsnss (d) (0,1 %); (Epponeiicera §.)
5 Aomirxca E — we Ginpiua 3a OOy CCHOBHOID MIKA Ha =

Xpomarorpami posguny nopismxaas (b) (0,2 %);
Homiuzca F ~ e Ginpoa 3a I0ATy OCHORHOIO THXa Ha
XpOMATOrpami po3usKy nopisisams {b) (0,2 %)
Ovowv-Rxa inuwia domiuka: Be OLTbOa 32 IUIOELY OCHOBHOFD
Tika Ha XPOMATOrpami POy TOPIBHAHAA (a) {0,2 %);
[, Cimapriuil emicm inwix domiuoi: He GUlbIne MOTBOEHOT
-+~ OCHOBHOTO Nika Ha XpoMaTorpani posaRy

Ny nopiskgHES (a) (0,4 %)

2 55“-’1‘-56';'1 TOK CTYTIEHE DOFYHHEHES OHOGQHCEMPOHY uepes
£4§sz¥ M3€ pIEIOBINATA BMMOraM PiBHIC S;: e Memme Q+5
19 Igojid}roi TabneTry. Km0 Be BUKOHYIOTHC BEMOTH 104,7% - 107,99 %
p_ig}‘:;ﬁa)%?l, /T0 CEPCAHE 3HAYEHHS CTYHeHS PO3YHHEHE Bay, 293
" OHOaRCEmpoHy uepes 45 x5 i3 12 TabreTok (S + S) BoV, 2.2.29
OpiBHioe abo Hlsie Q, i Hemae xomHoT TABNETKH i
Wi A o .
_-CFYNEHeM posurEHeHds Meame Q — 15 %. Hxwo ze /

"_BYIKOHYIOTHCH BUMOIH piBgis 8 a60 S, 10 ceperne
N, [/

\/)?/)52 Gdt W 0139 52‘/ 1Y 08 A0 L(ﬂﬂ/




CepTudmkaT kauecTsa Ha npoaykuuio: OHaaHceTpoH, TabneTku, B/o, no 4 mr Ne10 Cepus: 10421

3HAUEHEA CTYNCHT po3dmHenEs i3 24 tabrerok (S, + S+
Ss) nopisaroe ao-Ginbwe Q, i ne Olabmze 2 TabieTok MaOTh
CTYIeRE po3dHRenns Merme Q — 15 %, i nemac xomiol
Ta0MCTEY 31 CTYNEHEM pO3uRHenns Meumre Q — 25 %.
Q —Te cTYNiEE POSYMEEHEN ANOI0T PETORMAH, IO
CTaHOBRNTH He Merme 75 % Bif ROMIHATBEHOTO BMICTY
talneTiu
Hng gepmux 10 TabneTox opeitvanshe sucio (AV) Mace
6ytu menmre a0 popiBaice 15,0, Axmo AV Oimsie 15,0, 10
Onmopinsicrs . BHIIDOOYBAHEIC TAHAI0TE HACTYIIHI Zﬁ‘TaﬁJ‘]E:TOK, A0V, 2940,
g, Kinuepe nmpuivansHe 9KCH0, pospaxopane 13 30 talretok, MIIB 6,0
R308RI QA HUI mae GyTu mesme aGo popisaroe 13,0 i wonen By, 2229
inpeBigyansumil BMicT B TabeTHi Mae OyTH He MEHITUM 32
(1-250x 0,01)M i ue bimpom 33 (1+25.0 x 0.010M
- BaraseHe TACHO aepofuux mikpooprasismie (TAMC):
. . . i 51_‘1'51513 i KIDI; . OOV, u2.6.12; Menure 160
Mixpobicnoriuna - 3araibHe IUCNC OPLHIDKOBHX Ta NIECEeHeRRX TpHOIB 2 & i
1. IHCTOTA (TFMC): me Ginsine 10° KYO/T; Abidg, pesnkl Wsamel
[ L H ARV 3.14. He susereno
- oxpemMi BUIM MIKpOOpPIasisMie: BigcyTHiCTE
Escherichia coliB I 1.
Kinpkicae
EH3HATECHHS
OHAAHCETPOHY: Pigymma
11. | Ha MOMEHT BHEYCKY Buict ondancempony & opnii Tabnerni mae oyre Bix 3,80 xpomartorpadis 4,12 mr
Mr 0 4,20 MT, y IepepaxyBaHR] Ha CEpenHI0 Macy TadneTxy (AP, 2.2.29
IPOTITOM TepMIiNY Buict ongancempony B 0pHill TabneTui Mae Oy 8ig 3,60 -
30epiragns Mr g0 4,20 Mr, v Iepepaxyeabdi Ha CEpeIHIO Macy TabneTRa
12. Haxyrawns 3z pospinom «Yaaxosxany M PIT Ne UA/10081/01/01 MK Bignosigae
13. ¥yl Eape MK PITNe UA/10081/01/01 MEST Binnosime
odopmIeHAd

Komenrapi: 36epirats B cyxomy Big ¢BiTAa Micu Ipa TemmnepaTypi He eune 30 °C.
Bucnosok: 2aznaneny cepiz npodyrwil Ondancempon, mainemKy, expumi ofonongew, no 4 mz Xe 19 (10x1) y Gricinepi sidnogidac
eustozav MEA I3 PN ffA?ME&I/OI/GJ’ i) 22.07.2019 pory ma smini gid 08,
> {9 BaTHE GRORGENG “{}8:1’33’?‘57’.39 G
v e i t 7 3
FEXHORCF 09 DY F5A 4
(nama)

i
Hawansauk BKA % 41 G K Oprerror . o ‘/(
iAo SO )

3asiga npo cefmepmzulm

WTum 2 mcn;ngij'xo piicy e%ia ‘Burhé I}Hq)ephiaﬁm € nocrompnom T3 tousnose. o cepuo npen;ym.u: Gyno BupoGieno (BXUTOYAONE
naxysam R B%HHSE)!T‘B.’!’IPOBER&H%)&Q‘HTPQ!& il sxocTi #a Bﬂme:sasnaqeﬁm aimsHuni y moBRi¥ BiAmosimHOCTI 3 BEMoramu GMP,
BCTaHoBﬁemmM ﬁeBHM pexy" 0 IO cneunqmcama 0 MICTATECA Y PEECTpauilfHOMY TOCBE.
IIporoxom B OBICHO BigmopinHicTs GMP».
Cepiw zomogoi

Soisan 1B, o172 £ 2632/

Cpissan} | @)




AEPKABHA CAHITAPHO-ENIAEMIOHOUTYHA CAYIKEA

MIHICTEPCTRBD ‘if}?{@%’i}ﬁ% IHOPOBH YEPAIHN

Mimicreperso Osopesy 3gopos's Yepaiun IATREPIKVIO
N JacTynnvk TOROBHOID pepwanuoro
w. Konin, sva, [pymescoxors, 7 ' canTapunre mivapy Yepaing

e e T

Ton., thawet 233.94.54; 5502088

e

L

s . Myapuwis

4 é/
%

7
Bucnosox aepmannnl canivapso-enizemioiorimol cxcaepniny

win " f7 Vi 2007 p. Mo GSDIOR04 BE R Sy

DQsopepur as TV Y 232322001 54006, 2007

TIRE, BIERTORERRL Y

Keag KT 23.20.31

{omsa JICTEE, vognae YH 361 anvekya)

Memmang e o0y, pranisain e
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B conepxanyy HCKIIOMHTE CCBUIKY Ha «/lueT perucrpanuy u3smeHeHuiy

B pazziesne 2 ¥ 110 TEKCTY 3aMEHUTE CACAYIOMNE HOPMATHBHEIC JOKYMEHTHL:
- «"OCT 24104-88 Becwt salGoparoprsie o0mero Haznadenns v obpasuossie. Obume
tTexandeckre yeaonusy va «JACTY 7270:2012 Merposoria, Tlpunann 38aKyBaisHi
eTanonHl. 3arampHi TeXHIYH] BEMOTH, TTOPSI0K Ta METOAY arecTaiiiy;
- «[ACanlTiH 2.2.7.029-99 JHepxanni cangitapui npasuia ta sopMu. [irieniyni- BUMOTHE
HIOAC TOBOUKSHHS 3 IPOMUCIOBHMY BIAXOJAMH, BH3HAYCHHS 1 kiacy nebesnexu juis
IAOPOB’M  HacenewHsy va  «3akow  VYipaimm  «llpo  Bimxogm» Ne  187/98-BP
81y 05.03.1998 p»;
- «JICIT 201-97 Hepwassi canitapHi Hpasuia OXOPOHH aTrMOCQEpPHOro [OBiTPH
nacenenux Micnbs Bin sabpyanens xiMigauMy Ta SI0J0TIMHAME PEYOBRHHAMHEY HA
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- JCH 3.3.6.037-99 «Canirvapsi sHopuy  BHpoOHHHMOIO IUyMy, YABRTPA3BYKY 7Ta
iHOPASBYRKY»;
- JCH 3.3.6.042-99 «Canirapni sbpMu MIKpOKIIMATY BUPOOHIMIUK PHMIIEHEY;
- CI1 1042-73 «Cannrapspie IpaBuia TeXHONOMMMECKNX NPOURccos U THINeHNYeCKHS
TpeGoRaHus X TEXHOJOTUHECKOMY 000pY I0BARMIOY.
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®-03-16

MpuBaTHe akuioHepHe ToBapucTBo “TEXHONOM™

syn. Crapa npopiska, 8

Toyna DapMaU2BTHUHUX KOMOaHIA

W, Ymans, Hepkacexol obn.
20300, Yxpaina

Jliuensis ua BHPOOHHETRO s1ikapchkmX 3acobie Cepix AB Ne 598079 3 14.02.2014 poxy
Ceprudixar Ha cucTemy YEpasTinNg skictio JCTY SO 9001:2015 Me UAMQ.026-040-18
Csigourso lepxasnof cryxbu Ypainy 3 nikapesksx acobis Ne 119 npo atectanito maGoparopii BKS sig 20.06.2012 p

Kpaiaa BupoOnux
Homep peecTpailifinoro NOCRIASeHES Ta Koro TepMin ail

Ceprudikar cepii Ne 9

Ten.: {04744} 4-03-02
(04744} 4-03-01
(04744} 4-03-08

chake: (04744} 4-41-4¢

NPUAMERBHA
yroBHDBaxXEHa Dcoba
8iagin 3 GapuakoHamaay
sigain 3Gyry

Onnancerpon, TabaeTkn, Bpuri oboaonkoro, no 4 mr Ne 10 (10x1) y 6aicrepi

Yxpaina

P. Ne UA/10081/01/C] Tepmin pii 6e3cTpoKOBO

Cusna Ai/aKTHBRICTS | Tafinetxa BEKDHTa 0DOAQKEKOIO MICTHTEL! OHJAHCETPORY TPOXIQDHAY FHTIADATY ¥ NEPEnaXVBATHA] HA OHIAHGCTPOE — 4 MI

Homep cepii
Kizpxicrs npoaykwi s cepdl (vin, mr. Ta i, )
Hara BupoOHuLTEa
Hara 3axinucHHs TepMiHY NpUAATHOCTI

61020

7256 yn

02.10.2020 poxy

Kostens 2023 p.

Hazspa junsnug [IpAT «Texponors
Anpeca ainpuyn HIpAT «Texuonors, 20300 Yeprachka 065acTh, M. YMans, BviL CTaps npopizHa.8
Ceprugixar pianopinsoeri GMP _046/2018/GMP ac 09.08.202] p.

PE3YJIbTATH BUITPOBYBAHbDb

o : ; MeTron
Hoxrasnukn sxocTi Brmors HopMaTHEHOT JOKYMeHTAN PesyanTarn
iw/n KOHTDOJIIO
Tabnetsn, Bxpuri oboa0HKCW, Binore abo Maiixe Ginoro 33122;}:{?2}:;;4
1 o KOJIBOPY, BEPXHS Ta HIDKRA NOBEPXHI gxux onykii. Ha _ Bi .
. nae : Ll BHTTII0M MAOTE IANORINAE
Po3naMl IPH PO3MIANAHH] TiA NYIOK BUAHO AP0, OTCUCHE ; -
ONHMM CYLUILHRM HIapoM it
sumoram 1PV
A Ha xpomaTtorpami BHNPOBOBYBAHOTO POTYHHY, Pinugna Bianogrinae
ONCpPAKAHIH MPH KITHKICHOMY BH3HAYEHR!, HaC YTPHMYBAHHA xpomatorpadia
MiKa oxoaHCEmpoRyY 2i0poxAopudy Mae BIINOKIRaTH yacy (APY, 2.2.29)
InesTndicauis: YTpUMYBaHHA NiKa oroaHcempony Zidpoxaopudy Ha
2. Ongancerpony KpOMaTorpami poIuHAY NOPiBHAHHS
rigpoxnopuix B Ha xpomarorpami sitnpoBosysasoro poxauny, ogepxanii Touxomaposa Bizanorixae
NpH BU3HAMEHHI CYIPOBLHOL dominutcy B, Mac BHABISTHCS xpomarorpadis
OCHOBHA MIAMA Ka PIBHI OCHOBHOT IIAME HA XPOMATOrpaMi (IDY, 2.2.27)
PO3uMHYy 1nopisaAHES (a)
3. Cepenun maca 1560 Mr+5.0% APV, 2.9.5 1542 mr
He Ginsine nix 2 iz 20 tabnerox Moxkyrs siaXmIATHCS BI
" . ’ . ButpumyoTe
4. Oanopinnicts macn o e Ha BETHIIY, MO NEPERMLIYE s Ay, 2935 -2.,09 %
HP}§ 1IEOMY KOIHA IHAUBIAYAALHE MAca HE MAaC BiAXIULITHCH e 3 33 9
BlA CEPEAHBOT MACH Ha BENHMTHHY, IIC Bepesnizye = 15 % ’
5. Posnananus He 6imme 30 x5 A®Y, 291 9 xs,
6. ~Dwrany niokcun He Ginsie 1,0 % hitaY 0.4 %
{E17D) : '
Cynposiani gomimkn: Touxonaposa
Jomimxa B He 6impmie 0,4 % XpomMaTtorpadis He easraeno
{(Idy, 22.17)
mi goMimkn Homivxe C — we Ginbia 32 nACGHIY OCHOBHOTO T1ika Ha Pinpnma 0,06 %
XpOMaTOrpami po3duny nopisHaana (a) (0,2 %) xpomarorpadhia
Homiwiea D — ue BUIblla 3a 1UIONLY OCHORROI'G 1Tika Ha (Hey, 2.2.29) 0,05 %
Xpomarorpami posdMHy nopissskis (d) (0,1 %) {E€nponeiiceka §.)
7 Aomimixa E — ve Giapna 32 NIONy oCHOBHOTO Yika Ha 011 %
’ XpoMaTorpami posunRy nopisnasny (b) (0,2 %),
P Hoamiwka F— ne Ginpinasa TLIOLLY OCHORHOTO [Eika Ha 0,08 %
’3@,, Nspomamrpam posumsy nopisHanus (b) (0,2 %);
, 0 b axa IH1G¢ Bomiuka: HE BUTHINA 32 IUIONLY OCHOBHOIO He spaxosyeTscs
5, M %a xpéwaroz*pam po3unHy nopisusuad (a) (0.2 %);
"ﬁ‘i‘y i amidm intidy OomitgoK: He BUIbIIE HOABOEHOT 0,3%
?(, T{)QHDBHO[ ‘0'nika Ha XpOMATOrpaMi pOSIHHY
. mopisHaHs () (0.4 ,%)
i%aﬁne‘mx CTYNIEHb POITHHEHHS ‘ondancempony yepes
B Ma€ BiZDOBLAATH BiMoOraM pigsio S, He Menme Q+5 D5,6%-112.8%
8 Povingenr n A8 KOXCHOL Taﬁﬁe’rm Hmuo HE BUKOBYIOTECH BAMOTH JICDY, 293
piBHs S), TO cepeE 3HATCHHA CTYNICHS POZIHHERHS Ay, 2.2.29

ondancempony gepes 45 x8 13 12 rabnerox (S, + $1)

I,L()p]BH}(}E abo Binswre Q, 1 Hemae }KO,HI;K?{ Tabnerxs 31

br g A 025 by A5 /0 io4e




CTYRCHEM DOZYHHCHES MCHIIC Q ~ 15 %. Slxuo #e
BUKOHYEOTHCS BHMOTH PIBHIB 5, abo Su, TO cepenHe
3HAMECHHS CTYTNEHs pO3THAeHEs i3 24 tabaetok (S; + S +
S;) nopisaioe abo Gimbwe Q, i ne Gimpme 2 TabACTOK MAKTE
crynens posunnenss Menme Q — 15 %, 1 Hemae KOZHOI
TabmeTky 31 CTYNEHEM POYHHCHHA MEHIIE Q-25%.

Q - Lg CTYTHL PO3UMHEHHS IH040] PEHOBHHR, 110
CTEHOBHTS He MeHme 75 Yo Bl HOMIHAILHOTO BMICTY
TalIeTKH
Fina nepunx 10 TafineTox npaiiMaihie THCIO (AV} mac
6yTu memne abo gopisrioe 15,0, Sxio AV Hizsine 15,0, TO

I~ BHMPOGYBAHHIO NiARAIOTH HacTyiH] 20 TabAeTOK. oY, 2.9.40,
8. — gf@i}ﬂﬂ'ﬂub Kiruepe npuiiMannHe YHca0, po3paxosade 13 30 TabneToK, MIIB g1
’ Mac Oyt MeHIE 200 mopisrioe 15,0 1xozed AoV, 22.29

isaMeiAyanbRKi BMICT B TaGNeTI Mac OyTy HE MEHIUNM 33
(1- 25,0 x 6,01)M i ne Gimpumam za {1+ 230 % 0,01M
" 3aranbHe gncnc aepobmux Mikpooprasizmis (TAMC):

. 3 Ay ’
Mikpobionoriuna - 3arafbHe tmc;oe i;tln;;;gzxg%;’::emmx rpubis AEY, 2640
10. YHCTOTE (TYMC}: ne Sinmme 10° KYO/rs 26. 1;_?,1 ;;OSLHJI HM.eHme 20
. & G . 314 € BHABJICHO
« OKpeMI BHAM MIKDOOPTAHI3MIB! BIACYTHICTD
EscherichiacoliB 1 1,
Kiaexkicne
BHIHAYECHHE
OHI2HCETPOHY: PiguuHa
11. | H2 MOMEHT BUIVCKY BmicT ondarcempony B onri# TabaeTud Mac Oyt Bin 3,80 xpomatorpagia 4,07 mr
sr o 4,20 Mr, y nepepaxyBasal Ha CCPeJItc Macy TaBneTKH Aoy, 2.2.29)
DPOTHIOM TepMiny BumicT ondancempony B ofHii Tabnerni mae OyTH Bid 3,60 -
3bepiranas Mr [0 4,20 MT, Y ncpepaxyBasti Ha CEPeRHID Macy TabncTRY
12. Takypauus 3a posainom «Ynakonka» MKS PT1 Ne UA/10081/01/01 MK Bignosigac
13. Lpegrass | MK PITNe UA/10081/01/01 MK Bizrosinae
odopMACHHS 1

BuenoRow: lg3ngueind cepis npooviHil Oudancempels, madpaemxi,
gumpzanm MET A3 PNe UA /T 0081/01/6] gid 22.07.2019 posy.

KomeHTapi: 36epirari B CyXoMY Bid CBITNA MicLi npH TemnepaTypi se mume 30 °C. R
srpunti pboronree, no 4 iz Ne 10 (10x1) y nicmepi gipnocidac
- TFiowmaT+e ByyoneDHE TQBW
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iHpopMatiia € JOCTOBINHOI) T2 TOMHUK. Lo cepita Tponykiil Syno enpodicHo {BRAIOTAOTH
OHTPONE 11 AKOC eHiﬁ HimeHwL Y HOBHIH BIATIOBINHOCTI 3 BAMOT2MH GMP,

{naTa}

- cretmdiKaiif, mo MICTATCA ¥ peccTpalifaoMy AOCHE.
JICHO ginmoriguicts GMP».

Boiisan i.B.bjf* X@T«:Zwa

{npispsine} (aara)

H
BOTAHOBREHNMY FiCueRiM FOEGIM OPranoM, 4 ALEoH S
fpoTokonH gx}:s HILTHG, BaHHs/ T graniziz Syno/ Ny dj‘ffﬁ

Cepiro 20mosot: 3

¥ unycky (pednfzauit).
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MpuBaTHe akuioHepHe ToBapucTBo “TEXHONOM™

syn. Crapa npopiska, 8

Toyna DapMaU2BTHUHUX KOMOaHIA

W, Ymans, Hepkacexol obn.
20300, Yxpaina

Jliuensis ua BHPOOHHETRO s1ikapchkmX 3acobie Cepix AB Ne 598079 3 14.02.2014 poxy
Ceprudixar Ha cucTemy YEpasTinNg skictio JCTY SO 9001:2015 Me UAMQ.026-040-18
Csigourso lepxasnof cryxbu Ypainy 3 nikapesksx acobis Ne 119 npo atectanito maGoparopii BKS sig 20.06.2012 p

Kpaiaa BupoOnux
Homep peecTpailifinoro NOCRIASeHES Ta Koro TepMin ail

Ceprudikar cepii Ne 9

Ten.: {04744} 4-03-02
(04744} 4-03-01
(04744} 4-03-08

chake: (04744} 4-41-4¢

NPUAMERBHA
yroBHDBaxXEHa Dcoba
8iagin 3 GapuakoHamaay
sigain 3Gyry

Onnancerpon, TabaeTkn, Bpuri oboaonkoro, no 4 mr Ne 10 (10x1) y 6aicrepi

Yxpaina

P. Ne UA/10081/01/C] Tepmin pii 6e3cTpoKOBO

Cusna Ai/aKTHBRICTS | Tafinetxa BEKDHTa 0DOAQKEKOIO MICTHTEL! OHJAHCETPORY TPOXIQDHAY FHTIADATY ¥ NEPEnaXVBATHA] HA OHIAHGCTPOE — 4 MI

Homep cepii
Kizpxicrs npoaykwi s cepdl (vin, mr. Ta i, )
Hara BupoOHuLTEa
Hara 3axinucHHs TepMiHY NpUAATHOCTI

61020

7256 yn

02.10.2020 poxy

Kostens 2023 p.

Hazspa junsnug [IpAT «Texponors
Anpeca ainpuyn HIpAT «Texuonors, 20300 Yeprachka 065acTh, M. YMans, BviL CTaps npopizHa.8
Ceprugixar pianopinsoeri GMP _046/2018/GMP ac 09.08.202] p.

PE3YJIbTATH BUITPOBYBAHbDb

o : ; MeTron
Hoxrasnukn sxocTi Brmors HopMaTHEHOT JOKYMeHTAN PesyanTarn
iw/n KOHTDOJIIO
Tabnetsn, Bxpuri oboa0HKCW, Binore abo Maiixe Ginoro 33122;}:{?2}:;;4
1 o KOJIBOPY, BEPXHS Ta HIDKRA NOBEPXHI gxux onykii. Ha _ Bi .
. nae : Ll BHTTII0M MAOTE IANORINAE
Po3naMl IPH PO3MIANAHH] TiA NYIOK BUAHO AP0, OTCUCHE ; -
ONHMM CYLUILHRM HIapoM it
sumoram 1PV
A Ha xpomaTtorpami BHNPOBOBYBAHOTO POTYHHY, Pinugna Bianogrinae
ONCpPAKAHIH MPH KITHKICHOMY BH3HAYEHR!, HaC YTPHMYBAHHA xpomatorpadia
MiKa oxoaHCEmpoRyY 2i0poxAopudy Mae BIINOKIRaTH yacy (APY, 2.2.29)
InesTndicauis: YTpUMYBaHHA NiKa oroaHcempony Zidpoxaopudy Ha
2. Ongancerpony KpOMaTorpami poIuHAY NOPiBHAHHS
rigpoxnopuix B Ha xpomarorpami sitnpoBosysasoro poxauny, ogepxanii Touxomaposa Bizanorixae
NpH BU3HAMEHHI CYIPOBLHOL dominutcy B, Mac BHABISTHCS xpomarorpadis
OCHOBHA MIAMA Ka PIBHI OCHOBHOT IIAME HA XPOMATOrpaMi (IDY, 2.2.27)
PO3uMHYy 1nopisaAHES (a)
3. Cepenun maca 1560 Mr+5.0% APV, 2.9.5 1542 mr
He Ginsine nix 2 iz 20 tabnerox Moxkyrs siaXmIATHCS BI
" . ’ . ButpumyoTe
4. Oanopinnicts macn o e Ha BETHIIY, MO NEPERMLIYE s Ay, 2935 -2.,09 %
HP}§ 1IEOMY KOIHA IHAUBIAYAALHE MAca HE MAaC BiAXIULITHCH e 3 33 9
BlA CEPEAHBOT MACH Ha BENHMTHHY, IIC Bepesnizye = 15 % ’
5. Posnananus He 6imme 30 x5 A®Y, 291 9 xs,
6. ~Dwrany niokcun He Ginsie 1,0 % hitaY 0.4 %
{E17D) : '
Cynposiani gomimkn: Touxonaposa
Jomimxa B He 6impmie 0,4 % XpomMaTtorpadis He easraeno
{(Idy, 22.17)
mi goMimkn Homivxe C — we Ginbia 32 nACGHIY OCHOBHOTO T1ika Ha Pinpnma 0,06 %
XpOMaTOrpami po3duny nopisHaana (a) (0,2 %) xpomarorpadhia
Homiwiea D — ue BUIblla 3a 1UIONLY OCHORROI'G 1Tika Ha (Hey, 2.2.29) 0,05 %
Xpomarorpami posdMHy nopissskis (d) (0,1 %) {E€nponeiiceka §.)
7 Aomimixa E — ve Giapna 32 NIONy oCHOBHOTO Yika Ha 011 %
’ XpoMaTorpami posunRy nopisnasny (b) (0,2 %),
P Hoamiwka F— ne Ginpinasa TLIOLLY OCHORHOTO [Eika Ha 0,08 %
’3@,, Nspomamrpam posumsy nopisHanus (b) (0,2 %);
, 0 b axa IH1G¢ Bomiuka: HE BUTHINA 32 IUIONLY OCHOBHOIO He spaxosyeTscs
5, M %a xpéwaroz*pam po3unHy nopisusuad (a) (0.2 %);
"ﬁ‘i‘y i amidm intidy OomitgoK: He BUIbIIE HOABOEHOT 0,3%
?(, T{)QHDBHO[ ‘0'nika Ha XpOMATOrpaMi pOSIHHY
. mopisHaHs () (0.4 ,%)
i%aﬁne‘mx CTYNIEHb POITHHEHHS ‘ondancempony yepes
B Ma€ BiZDOBLAATH BiMoOraM pigsio S, He Menme Q+5 D5,6%-112.8%
8 Povingenr n A8 KOXCHOL Taﬁﬁe’rm Hmuo HE BUKOBYIOTECH BAMOTH JICDY, 293
piBHs S), TO cepeE 3HATCHHA CTYNICHS POZIHHERHS Ay, 2.2.29

ondancempony gepes 45 x8 13 12 rabnerox (S, + $1)

I,L()p]BH}(}E abo Binswre Q, 1 Hemae }KO,HI;K?{ Tabnerxs 31

br g A 025 by A5 /0 io4e




CTYRCHEM DOZYHHCHES MCHIIC Q ~ 15 %. Slxuo #e
BUKOHYEOTHCS BHMOTH PIBHIB 5, abo Su, TO cepenHe
3HAMECHHS CTYTNEHs pO3THAeHEs i3 24 tabaetok (S; + S +
S;) nopisaioe abo Gimbwe Q, i ne Gimpme 2 TabACTOK MAKTE
crynens posunnenss Menme Q — 15 %, 1 Hemae KOZHOI
TabmeTky 31 CTYNEHEM POYHHCHHA MEHIIE Q-25%.

Q - Lg CTYTHL PO3UMHEHHS IH040] PEHOBHHR, 110
CTEHOBHTS He MeHme 75 Yo Bl HOMIHAILHOTO BMICTY
TalIeTKH
Fina nepunx 10 TafineTox npaiiMaihie THCIO (AV} mac
6yTu memne abo gopisrioe 15,0, Sxio AV Hizsine 15,0, TO

I~ BHMPOGYBAHHIO NiARAIOTH HacTyiH] 20 TabAeTOK. oY, 2.9.40,
8. — gf@i}ﬂﬂ'ﬂub Kiruepe npuiiMannHe YHca0, po3paxosade 13 30 TabneToK, MIIB g1
’ Mac Oyt MeHIE 200 mopisrioe 15,0 1xozed AoV, 22.29

isaMeiAyanbRKi BMICT B TaGNeTI Mac OyTy HE MEHIUNM 33
(1- 25,0 x 6,01)M i ne Gimpumam za {1+ 230 % 0,01M
" 3aranbHe gncnc aepobmux Mikpooprasizmis (TAMC):

. 3 Ay ’
Mikpobionoriuna - 3arafbHe tmc;oe i;tln;;;gzxg%;’::emmx rpubis AEY, 2640
10. YHCTOTE (TYMC}: ne Sinmme 10° KYO/rs 26. 1;_?,1 ;;OSLHJI HM.eHme 20
. & G . 314 € BHABJICHO
« OKpeMI BHAM MIKDOOPTAHI3MIB! BIACYTHICTD
EscherichiacoliB 1 1,
Kiaexkicne
BHIHAYECHHE
OHI2HCETPOHY: PiguuHa
11. | H2 MOMEHT BUIVCKY BmicT ondarcempony B onri# TabaeTud Mac Oyt Bin 3,80 xpomatorpagia 4,07 mr
sr o 4,20 Mr, y nepepaxyBasal Ha CCPeJItc Macy TaBneTKH Aoy, 2.2.29)
DPOTHIOM TepMiny BumicT ondancempony B ofHii Tabnerni mae OyTH Bid 3,60 -
3bepiranas Mr [0 4,20 MT, Y ncpepaxyBasti Ha CEPeRHID Macy TabncTRY
12. Takypauus 3a posainom «Ynakonka» MKS PT1 Ne UA/10081/01/01 MK Bignosigac
13. Lpegrass | MK PITNe UA/10081/01/01 MK Bizrosinae
odopMACHHS 1

BuenoRow: lg3ngueind cepis npooviHil Oudancempels, madpaemxi,
gumpzanm MET A3 PNe UA /T 0081/01/6] gid 22.07.2019 posy.

KomeHTapi: 36epirari B CyXoMY Bid CBITNA MicLi npH TemnepaTypi se mume 30 °C. R
srpunti pboronree, no 4 iz Ne 10 (10x1) y nicmepi gipnocidac
- TFiowmaT+e ByyoneDHE TQBW
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TOBAPHCTRO 3 JIOJIATKOBOIO BIAMIOBAJILHICTIO "IHTEPXIM”

TAB "IHTEPXIM"

)
inter
chem
Yipaina, 65080, M. Oncca, Jroctropdicesa nopora, 86 V
Ten. (04R) 7772950, bake (0482) 340803,

E-mail; INFO@INTERCHEM . COM.UA

Ceprudixar sxocri Ne 246 Bix 09 xosTas 2020 PORY

Ha3sga sikapebkoro sacody IPAMIITEKCOJI IC

Jlikapebka dopma, fosyBanHs  TabueTiu no 1 Mr

Peecrpamiiine nocsigdenns UA/15526/01/02 31 sminamut aie no 10.11.2021 p.

Jinensisn BupobHHLTEO nikapeskux 3acobin
cepist AE Ne 295499 Bin 20.02.15 p., 65080, Onecbra obnacte, M. Oneca,
Jwoetaepderka nopora, 6y1.86

Micie npoBamxenns 65025, M. Oneca, 21-it km CrapoxkuiBeekol noporu, 40-A
AdigneHocTi
Ceprudikatr GMP 051/2019/GMP gie no 07.06.2022 p.
Homep cepii 2461020
Poamip cepii 2768 ynakosox Ne 30
Hara BupoGuunTBA 08.10.2020 p.
Amnanis nposegeno srimuo 3 MKS si sminoro Nl mo p/mt UA/15526/01/02
HaﬂmeHyBaFHH Bumorn MKA PesynbraTnn BHNpOGYBaHD T
IMIOKA3HHKIB
1 2 3
Onuc Tabnerku 6inoro KOJIBOPY, TI0CKOLMNIHAPHUHOT Tabnertku 6inoro KONLOpY,
thopmu 3 dhackoro. Ha oanift nosepxni Tabnerku TUTOCKOLMIII BAPHYHOT JOPMH 3
HAHECCHNH TOBAPHMH 3HaK MiAMPUEMCTEA, HA ApPYTif dackoro. Ha opniii nosepxui
TNOBEPXHI TabNETKH —~ PHCKA /IS MOy TabneTKN HaHeCeHUH ToBapH uil
3HaK MIANPUEMCTBA, Ha JApyTiit
MOBEPXHi TabNeTKU — pucka 15
noniny.
Inentudirauis A. Vierpadionerosuii criextp mormuHaHHA PO3UMHY | Amax = 265 HM
Ipenapary, OAepKaHoro 1A KilbKiCHOTO BH3HAYeHHs,
B obrmacti Bix 230 WM g0 350 HM MOBHHEH MaTw
MAKCUMYM TIOTTIMHAHHA 32 JOBKUHHM XBUITL 264 HMm.
B. Yacu yrpumysauns nika npaminexcony wsa | Biznosimae
Xpomarorpamax — BMIIPOGOBYBAHOTO — PO3UMHY  Ta
PO3YHHY TOPIBHSHHS, ONICPXKAHHX [IPU BUNPOOYBAHHi
«KineKicHe BH3HAYEHHAY, NOBMHHI CNIBNAKATH,
Cepenns maca Bing 185,0 Mr g0 215,0 mr 207.4 mr
OnuopignicTs [pulimanene uucno (AV) ans nepwnx 10 omyHuus |
J030BRAHHX NOBHHHE OyTH MeHme abo nopientosaty L1 (1 5,0).
OOUHUILF Akuio npuiimanshe umneno Ginsie L1, BHNpobyBaHHIO
NiARaI0Te HacTynui 20 OAMHHLL | OBYMCTIOIOTH
mpuiiManeHe uncno. Bumorn OO BHKOHYIOTECH,
AKIIO KiHUeBe NpuiManbHe YHCIo, pospaxopaHe i3 30
OfMHKLE, MeHIe abo nopiBhwoe L1 i skomeH
IHAMBIAyansuuit BMicT Y NO30BaHiA omuHuLi He €
mMeHuMM 3a (1 - L2x0,000M i ue 6inbwum 3a
(I + L2x0,0)M npu oBuucnensi npuiiMansHoro
qucna (L2=25,0).




1

2

Posunnenns

Ho posunny 3a 45 XB mae nepeiit He MeHwe 75 %
(Q) Bin HoMimansHoro Bmicty CoHisCLN;S-H,0
(npaminexcony AuriapoxIopuay MoHOriApaTy)

100,1 %

CynpopinHi Ha xpomarorpami BunpoGosyeanoro pozanny:
JOMILIKM - nomiwke A, B, C: nnowa nika koxHoT goMimke ne | He JAETEKTYETECA
Ma€ [epPeBUIIYBATM [UIOUY OCHOBHOTO Tika Ha
XpoMarorpami posuuny nopieHsH#s (1,0 %);
- Twonla mika QOyak-Akoi iHmol OoMilkM He Mae 0,12 %
nepesuiyBatu 0,4 mionli OCHOBHOrO Tmika Ha
Xpomarorpami po3dnHy nopisusuns (0,4 %);
- CyMa IUIOLL yCiX MiKiB, KpiM 0CHOBHOTO mika, He Mae | 0,12 %
NSpEBMILYBaTH 3 [UIOL, OCHOBHOrO 1ika HAa
XpomaTorpami posuuHy nopisusHHs (3,0 %).
Kinpkicne Bumict Ci1oH1»CLN:S-H,0 (mpaminexcony | 0,98 mr
BHU3HAYEHHSI JMTIAPOXNOPUAY MOHOTiApaTy) B TalieTui Mae OyTu
Bin 0,90 mr no 1,10 mr, y nepepaxyHky Ha cepeqHo
Macy TadjieTku.
MixpoGionoriuna 3araibHe 4ucno aepolHUX MIKPOOpPraHiaMis (TAMC):
4HCTOTA* * He 6insuie 10° KYO/r
3aransHe YMCIO JpiIXIKOBHX Ta MiCeHEBUX rpubiB
(TYMC): He 6inbie 10> KYO/T
Bincytnicte Escherichia colis 1 r npenapary.
Iakypanmns ITo 10 tabneTok y fnicrepi; o 3 GricTepu B mavw Bianosigae
Mapkysauns 3rifHO 3 TEKCTOM MapKyBaHHs 10 p/n 3i 3mMiHaAMM Binnoeigae
Tepmin 2 poxn Jo 11.2022 p.
NpUIaTHOCTI

*- Koutpons panoro TCCTY MPOBOMATL NS KOXKHOT n’stol ce

KOHTPONIOIOTE B HEPO3()acoBaHUX TabNEeTKAaX KOKHOT cepil npenapary.

**- KOHTpOsb AaHOrO TECTY MpOBONITH AMS KOXHOL 11°

713 sumoram HBII (GMP).

pii rotosoro npenapaty y 3B’A3Ky 3 THM, IMO Leit Tect

atof cepil rotosoro npenapary y 38°a3ky 3 BianorianicTio BHpOOHMUTBA

Bucnosok: TIPAMITIEKCOJ IC, rabpetkn mo 1 mMr Ne

aminoro Nel o p/m UA/15526/01/02.

3aasa npo ceprudirauio:

30 cepit 2461020 sianopinac sumoram MKS 3i

LM 5t 3acBiguyto, 110 HaBeseHa Bue iHopMaLis € 40CTORIPHO Ta TOUHOI0,

Llto cepito nponyx1iii Gyno supoGneHo (BKIIOUAKOUM MAKYBaHHS i MAPKYBaHHs) Ta MPOBENEHO KOHTpONb ii

AKOCTI Ha BMINE3a3HAuYEHil AUIBHMLI y noBHIA Bimmosigmocti
PEryNATOPHAM OpraHoM YKpaiHH, & Takox BiAMOBIAHO A0 crie
Aocke. [Tpotokonn BupoGHULTEE, Naky

GMP.

3aCTYIHHK reHepaabHOro OMPEKTOpa 3 AKOCTI
/¥YnoBHoBaxkena ocoba

3 BuMoramMu GMP, seranoBmeHuMmT
uHgikauii, Wo MiCTATLCA y peccTpatiiinomy
BaHH Ta aHANI3IB OYJIO NEPENIsiHYTO Ta BCTAHOBIIEHO BiANOBINHICTS

T,

65080, m. Oaeca
l\l(?}}fAOptbeKa Aopora, 86

*/TAB “IHTEPXIM”  B. O. Tixep
MA KOHTPOAS! SIKOCTI

YKpaina
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