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BHCHOBOK .
OpO SIKICTHL BBE3EHOTC B YKpainy JiKapcrKoro 3aco6y

23.05.2022 _ Ne 19841/22/26

I'THO-TAPAU®EPOH
{HaliMeHYBaHUR MIKAPDCLKOTS 32006y 3rigHo 3 peecTpanifiEy NOCRIiANeHHEM}
ralxeTicn, BKpuTi 000N0HKOI0, upoioHrosanol aiv; mo 10 rabaerox v Gaicrepi; mo 3 Guictepu
) .Y Raproumiit kopobui _
(dropya BRAVCKY, L03YREHNA, BUL NAKY DA AEKapCEROTO 38c00Y)

Howiep peccrpaniitioro nocsizuenns UA/2976/01/01 cipox nif peectpaniiinoro nocsixaesss HeOOMemen T
Cepist nixapesxoro sacofy Ne G01699 Kimxicrs seesenoro nixaperioro saco6y 4160

Bupofuux Iep ®abp Meauxamerr Ipoxaxu, Gpannis o
{saftvenynanms sEPOGHWKE AiKAPCLKOIO 3a006Y, Kpalia oXOPKeHHT )

Baeseno s Vpainy ToBapucrso 3 obmexeno1o pitnoBitaabaicro "BOPBAPTC
DPAPMA", inent. xon: 42071629 i
{maiiMenysaits Ta koA 38 CAPTIOY opuanunol oceby abo npizsume, ', 0o Gavixosi dizmenot
02601 - mianpreNis, ¥ Micue mpomuBAsLT 14 peectpartiftumil moMep ofitixonol kaprky MaaTHRKA
noaaTkie aby cepis T4 oMep natmopTa)

3a PESLTATAMM ACDRABHONO KOHTOMO - BCTAHOBFEHD, G slkApcsKmit 3aci6 sBessHo. B Vipamy 1
ACTPHMAHHAM srvOr 38KOHGIABCTER THORO 32663NEUCHHS, AKOCT] NKapCHEIK 3200618,
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[Horotut [Pep ®abp Meauxamenrt Tpomakin]

CEPTH®IKAT SIKOCTI Ne 2021-12 / 01 {G01699)

HanMeHyBaHHsz MPORYKIiT

INHO-TAPJUPEPOH

Tabunerku, Bkputi 060I0HKOK0, IIPOJNOHTOBAHOT ki
Ne30 (10x3); o 10 T&SHETOI{Y Bnictepi; mo 3
OAICTEPH ¥ KAPTOHHI xopobu.

Jiroua pedoBuna:

1 TabneTka MICTHTE: 3ai3a cyasdar cyxuit 247,25 mr,
mo exsizanentHo 80 mr zaniza (1), kucnoty goniery
0,35 mr

HoMep cepii G01699
Kinrxicts 10 125 yrakosok
Kpaina supobuux @panunis

HalfiMeHyBaHHs 1 MICHE3HAXO0 DKCHHA
BHpOOHEKa

Tep dabp MeauxamenT I Ipoakin
BupoOHuua ninsHunA Hpoxidapm, syn. Jlice, 45500
Kien, ®paniis

Howmep aitteHsii va supobuunreo M 17/247

GMP ceprudirar Ne HPF/FR/300/2017
Jara eupobHuITEa 15.10.2021
{lpunarawit oo 10.2024

Hara ananizy 08.12.2021
PeecTpaniiine mocBiguyensa B Yipaiui Ne UA/2976/01/01

 [Kowtakrai mani Bupodiiika]
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[JToroTun IT'ep ®abp MenukamenT [IpogakmH]

CEPTH®IKAT AKOCTI Ne 2022-03/ 02 (G01751)

Tecrn Hopmn PesyasTaTn
Onuc Kpyrni TabiieTkn, BKpHTI Bianmosinae
oboonKor0, 611 10-pOKEBOTO
KOJIBODY.
InenTudixaris:
- 3amiso ITo3uTuBHMIHA [TozuTuBHMHA
- 3aiiza cynedar ITo3uTHBHMM [To3uTuBHMIHA
- Kucnora ¢omniepa (€D 2.2.29, |[losutusHnit [lo3utuBHUH
€D 2.2.25) ITo3uTHBHUIMI [lo3uTuBHMMI
Cepenns maca (€D 2.9.5) 355,8 — 393,2 mr/Tabu. 373,4 mr/Tabm.
Posuunenns (€@ 2.9.3)
- yepe3 30 xBuImH 10-35% 17 %
- yepes 1,5 ronuau 35-65% 43 Y%
- yepe3 6 roauH Binsme 80 % 90 %
BTtpara B Maci npu He 6inpme 5,5 % 3,9%
BUCYLIYBaHHL
Bwmicr 3amnisa (I1I) He 6inpme 3,0 mr/rabm. 0,6 mr/tab.
OnHOpPiAHICTE [OZOBAHUX Bigmnosigae Biamosinae

olMHHULB (3a11i30) €D 2.9.40

KinekicHe Bu3HaueHHs (omiesoi

KucJoTn (€D 2.2.29)

324 — 376 Mmxr/Tadn.

347 mxr/TabJ.

OpHopiHicTs BMicTy dosrieBol
xucaotu (€D 2.9.6)

Bigmosimae

BinnoBinae

KinpkicHe BU3HAUEHHS 3ajliza
(KOMILIEKCOMETPUYHE
TUTPYBaHHS)

76,0 - 84,0 mr/Tabn.

79,3 mr/Tabim.

Mikpobionoriuxa yucrora *
(€D 2.6.12,2.6.13)

- TAMC He 6ineme 10° KOE/T [puitasaTo*
-TYMC He 6inbiie 102 KOE/r [Tpuitasro*
- Escherichia coli BincytHicTs B 1 I npenapary [Ipuitasito*

* Hopiunwmii MyIaHOBUI KOHTPOJIb 1 cepii Ha pik.

Kien, 08.04.2022
VnoBHaoBakeHa ocoba: Xan-Barict Kaprinse [[Tignuc]
Memnemxep 3 kKouTpomo sikocTi: Conenn Xans' ep [[lianuc]

3agea npo ceprudikauiro:
51 miATBepMKYIO, IO HaBejAeHa BHUIlEe iHbOpMalia € ﬂ,ocTOBipqu

BUII€3a3HAYEHIN JinsgHni, y TMOBHIK BigmosinHoCTi .
PeryisTOpHOrO OprasHy, a TakoX BiJIOBIAHO [O CHEnH 1
peec*rpaumuomy Jlocke. BUpoOHUITBO cepii, ynakoBKa Ta namu a
BCTAHOBJICHO BigmoBinHicTh BuMoram GMP.

Cepis miATBep/A’KeHA Ta BHOYIIEHA. \.' e

[KoHTakTHi naHi BUpoGHHKa]
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Pierre Fabre
Médicament
Production

QUALITY CERTIFICATE Ne 2022-03 / 02 (G01751)

Product name

GYNO-TARDYFERON
Coated tablets, prolonged release, Neo 30 (10x3);

10 tablets in a blister; 3 blisters in a cardboard box.
Active substance:

1 tablet contains: iron sulfate dry 247,25 mg,
equivalent to 80 mg of iron (II), folic acid 0.35 mg

Batch number G01751
Quantity released 26 400 packs
Country of manufacture France

Name and location of manufacturer

Pierre Fabre Medicament Production
Site Progipharm, Rue du Lycee, 45500 Gien, France

Manufacturing authorisation number

2022-025-1-2

GMP certificate number 2021/HPF/FR/093
Manufacturing date 21/01/2022

Exp. date 01/2025

Date of analysis 15/03/2022
Marketing Authorisation number in Ukraine UA/2976/01/01

PIERRE FABRE MEDICAMENT PRODUGTION

§AS au capital de 33 506 890 € Slage Soclal : Lea Cauguilious - BIS0O Lavaur - mrs

Site Adminiatratit : 45, place Abel Gance 82100 Boulogno-Bllancourt Frnn\cx W“- '
BIREN 363.362.453 R.C.8 GASTRES N'TVA Intrecommunautsirs : FRES383382453 e

LWEYERSHE
Tel. (+33) 3 88 18 o7 24 i

Fax (+33) 3 88 18 7 >n
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Pierre Fabre
Médicament
Production

QUALITY CERTIFICATE Nt 2022-03 / 02 (G01751)

Tests Specifications Results
Appearance Round, coated tablets, pale pink Complies
coloured

Identification:

-Iron Positive Positive

- Iron sulfate Positive Positive

- Folic Acid (EP 2.2.29, Positive Positive

EP 2.2.25) Positive Positive
Average weight 355.8 - 393.2 mg/tab 373.4 mg/tab
(EP 2,9.5)
Dissolution
(EP2.9.3)
- after 30 minutes 10-35% 17 %

- after 1.5 hours 35-65% 43 %

- after 6 hours More than 80 % 90 %

Loss on drying Not more than 5.5 % 3.9%
Ferric iron content (111) Not more than 3.0 mg/tab 0.6 mg/tab
Uniformity of dosage units - iron Complies Complies

EP 2.9.40)
Assay of folic acid 324 - 376 pg/tab 347 ug/tab
(EP 2.2.29)
Uniformity of content folic acid Complies Complies
(EP 2.9.6)

Assay of iron 76.0 - 84.0 mg/tab 79.3 mg/tab
(complexometry)
Microbiological purity *
(EP 2.6.12, EP 2.6.13)
- TAMC Not more than 10° CFU/g Accepted *
-TYMC Not more than 102 CFU/g Accepted *
- Escherichia coli Absenceinlg Accepted *

* Annual control plan 1 batch per year tested

Gien, 08/04/2022
Qualified jerson N
-\-\ T\

QP Jean-Baptiste CART

Certification statement:

hereby certify that the abov
product has been manufacture
the mentioned site in full compliance with the GMP requiremgris of th
regulatory authority and with the specifications in the registration dossi 7T he batch
processing, packaii‘nl_g and analysis records were r ]

compﬂiance with G
The

atch is approved and released.

PIERRE FABRE MEDICAMENT PRODUCTION
SAS au capital de 33 508 880 € Slage Scoial : Lea Caugulllous - 81500 Lavaur -
Site Adminlstratif : 45, place Abel Gance 82100 Boulogne-Blllancourt France
SIREN 383 362 453 R 0.8 CASTRES N'TVA intracommunatatre : FRES383302453

VERSHEH

Q.C. Manager

NY 7Tel.(+33) 3 88 18 07 24
Fax (+33) 388 18 07 78
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[JTorotun IT'ep ®abp MenuxamenT [Ipoxaxmns]

CEPTH®IKAT AKOCTI Ne 2022-03 / 02 (G01751)

HaiiMeHyBaHHS NPOAYKLIT

I'THO-TAPAU®EPOH

Tabnerxn, BKpUTi 000I0HKORO, IIPOJIOHTOBAHOT il

Ne30 (10x3); nmo 10 Tabnerok y 6micrepi; mo 3

OnicTepH y KapTOHHIA KOpOOIIi.

Jiroua peuoBuna:

1 TabneTka MicTUTB: 3aii3a cynbdat cyxuit 247,25 mr,

Id.tgsexaiaaneﬂ'mo 80 mr 3aniza (II), xucmoTy omnieBy
,35 Mr

Howmep cepii G01751
Kinexicts 26 400 ynaxoBox
Kpaina BupoOHuK dpanuis

HaiimMenyBaHHs 1 MiCLIE3HAXOKEHHSA
BUpOOHHKA

IT’ep ®abp Menuxament [IpogakirH
BUpoOHM4a ainpHALA [Ipoxidapm, By Jlice, 45500
Kien, Opanuis

Homep nineH3il Ha BHPOOHHIITBO 2022-025-1-2
GMP ceprudikat Ne 2021/HPF/FR/093
Jata BUpoOHHUITBA 21.:01.2022
IIpupaTamii 10 01.2025

Jlara ananizy 15.03.2022
Peecrpaniiine nmocpiguenns B Yxpaini Ne UA/2976/01/01

[KonrakTHi maHi BupobHuKa)
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