JEP)KABHA CJIVIKBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHIBCHKIU OBJACTI

nipoB. Ceitimvunol Hagzii, 3, M. Knis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOr0 B YKpaiHy JIikapchbKoro 3aco0ly

31.01.2025 Ne 3187/25/10

JAYDPACTOH®

(HaliMeHyBaHHS NiKapcbKOro 3aco0y 3rifiHO 3 peecTpalifHuM NOCRITUEHHAM)
TabJIeTKH, BKPUTI ILTIBKOBOI0 060J10HK010, 110 10 Mr, 110 14 Tadserox y OJicrepi; o 1
GyicTepy B KapTOHHIH KopoOUi

(thopma BHITYCKY, AO3YBaHHA, BHJL NaKyBaHHs JiKapcbKoro 3acoby)

Homep peccrpauiitnoro nocsiguerms UA/3074/01/01 crpox aii peccrpauiitnoro mocsiguenns 01.01.2099

Cepis nikapcnkoro 3acoby Ne 376058 KinbkicTs BBE3€HOTO JTiKapebkoro 3acoby 3600
Bupobuux A660tT bionomxikans b.B., Hizepnanau
(HaiiMeHyBaHHS BHpOGHUKa NiKapchKOTo 3acoby, KpaiHa IOXOUKEHHS)
Baeseno B Vipainy CninbHe ykpaiHChbKO-eCTOHChKe NiAnpueMcTBO y hopmi TOBapucTBa
3 oOmesxxeHo010 BianoBigaabuictio "Onrima-®apm, JTA", inenr. xox:
21642228

(nabtMenyBanns Ta ko 3a CAPTIOV ropumutnoi ocobu abo npissuule, iM's, o GaTbkoBi dizuinol
0cobu - nianpuemus, ii Miclle MPOXKHBAHHS Ta peccTpalliifHiil Homep 06MikoBOT KapTKK MIATHHKA
nofaTkie abo cepist Ta HOMep nacnopTa)

[porokes sizyansuoro xourposio six 29.01.2025 Ne 0226/8.

3a  pesyibTataMH  JICPXKABHOTO  KOHTPONKO  BCTAHOBICHO, (10 JIKAapCbkuii  3aci® BBescHo B Ykpainy 3

JOTPUMAHHSAM sHMOr 3aKOHOJABCTBA 100 3a0e3I1eyeH s AKOCTi JiKapehbkuX 3acobib.
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Abbott Biologicals B.V. / ABBoTT Slonoaxikanz B.B.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepeer 12, 8121 AA Onwcr, Hinepnanan

Certificate of analysis / Ceprudbikar ananisy

Pagel/crop. |1

1. Name of product / Hasea npogykry

DUPHASTON® / IYOACTOH®

2. | Country of the manufacturer / Kpaiua supoBriak

The Netherlands 7 Hinepnanau

3 Registration certificate nurmber in Ukraine /
s Homep peecrpauiiitoro nocsiguents B Yepaini

UA/3074/01/01

4, | Strength / Cuna ail

Dydrogesteron 10 mg / 10 mr anpporecrepony

Pharmaceutical form / Mixapceka hopma

o

Film-coated tablets 10 mg / Tabnevku, srpuTi oniskosow
ofononkoio, no 10 mr

8 Size and type of the package / Poamip i tun
' YNaxkoaky

14 tablets In blister; per 1 blister in carton box /
14 raBnetok y Gnicrepi; no 1 Grictepy B KapTOHHIN

xopoBuy
7 Batch number / Homep cepii 376058
’ Batch size / Poamip cepli 31.980 packs / yn.
Date of manufacture / lata supobHuyrsa 03.10.24
8.
Date of balch release / Jata sunycky cepii 14.11.2024
g Expiry date / [lata sakiHueHHs Tepmity 03.10.29

NPBASTHOCTI

10. | Name, address and manufacturing license
numbers for all sites responsible for
manufacturing process and quality controf /
Hasea, azpeca Ta HoMepy NiLeHsid Ha
suPOBHUUTBO A4NS BCIX BUPOOHUKIS,
siAnoBifanbHNX 3a BUPOBHWIKA npoLec |
KOHTROMb SIKOCT]

Abbott Biologicals B.V, / ABBotT Bionogxikans 5.8,
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepeer 12, 8121 AA Onber, Higepnanan

Manufacturing Authorization (Diuensist Ha BupoBHIUTEO)
108926F

11. | Results of analysis / Peaynstati ananiay

See table below / [jus. Tabnutiio Hvkye

Results of analysis /

Pesynbraru ananisy

Parameter tested / Acceptance limits / Results /
Kotutponwosanuit napamerp Honycrumi mexi Pesynurary
Appearance (visually)/ Sosniumift surnag (sisyansio) | A round, biconvex, scored white Complies /
film-coated tablet with inscription | Binnosinae
165" on one side at either side of
the score. The diameter is 7 mm, /
Kpyrna, aeoonyxna, Bkpura
nniekoeok ofononkolo, Gina
TabReTka 31 CKOLWEeHNM Kpaem, 3
MHICIO AMSt POZAOMY T8
mapkysaHHsiv «155» 3 ogroro
Bory no ofingea Goxu Big MiHil ans
pesnomy. Diamerp 7 mm,
Identification / inenrtudiralia
o Dydrogesteron / flugporectepon
- Retention time (HPLC) / Yac yrpumysants Corresponds to reference Complies /
(BEPX) standard / Bignosigae Bignosinae
pehepeHTHOMY CTaRBapTy.
- UV spectrum / Y®O-cnexrp Cortesponds to spactrutm of the Complies /
reference standard / Bignosinae Binnosigae
COBKTPY pethepeHTHOra
CTaHBapTy.
¢ Color additive'/ baparuiu’ . o )
- titanium dioxide (E171) / Turany alokeus Positive for titanium / MNoautussa | Complies /
(E171) AN TUTEHY. Bignosinae
Purity / YucroTa
s Degradation products (HPLGC) / Mpoayxru
perpagauii (BEPX)
- Unspecified, each / KoxHWi HeBraHaueH i < 0,2 %*? < 0.1
- Sum / Cyma < 1.0 %? <01

V.03 ED: 12-Feb-21

HA AAD: 05-Dec-14
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Abbott Biologicals B.V. / AGBoTr Bionogxixans 5.8,
Veerweg 12, 8121 AA Qlst, The Netherlands /
Beepser 12, 8121 AA Onwer, Hinepnangu

Content ! KinbkicHe BuskadeHHs

- dydrogestercn (HPLC) / angporecrepon 8,5 - 10,5 mgltablsl / 100
{(BEPX) 9.5 - 10,5 wrirabnerra
Uniformity of dosage units {(Ph. Eur. 2.9.40° HPLC)/ | Complies with Ph. Eur, 2.9.40%/ Complies /
OpuopigricTe O308aHUX OLuHELL (€% 2.8.403, Binnosigas €¢ 2.9.40% Bignosinae
BEPX)
Average tablet weight (n=20), weighting / Cepeaus 136,8 ~ 151,2 mg/mr 144.1

Maca rabnetka (n = 20), sgaxysanHs

Dissolution (Ph.Eur. 2.9.3%), in 0.3% sodium

lauryi sulphate in water, apparatus 2, 100 rpm. / Q75% after 45 minutes / Complies /
Posunsesns (Esp. Gapm. 2.9.3 %, v 0,3 % posuusi G=75% 32 45 xsunum Bianosinae

Warpiv naypuncynbdaty y soal, anapar 2, 100 o6./xs.

Microbiological Quality?, Ph.Eur. 5,1.4% {non- agueous
preparations for oral use) / Mikpobionoriuna yucrora ¥,
Eap. ®apwm. 5.1.4 3 (HesopHi npenapari 4ns
OpanbHOrO 3aCTOCY BaHHS)

TAMC, Pr.Eur. 2.6.12°% / saransha xinekicrs aepobhux | < 108 CFU/g [ < 103 KYOfr <10
mixpoopratismis, €sp. Papm. 2.6,12%

TYMC, Ph.Eur. 2.6.12° / 3aranbHa KinexicTs < 102 CFUig 1 < 162 KYOIr 10

apbxaxosux i nnicnnsux rondis, €sp. Gapm. 2.6.123

E.coli, Ph.Eur. 2.6.13%/ Cep, ®apm. 2.6.13% Absent/g / Bipcyrnilr Absent / BiacyTri

 Not routinely tested; one out of ten batches will be tested with & minimum of once a year. / He BuaHaqaeTwes
pyTuHHO. ByAe NpOTECTOBaHA OAHA 3 AeCHTY Cepil, MiniMyM 1 pas Ha pix.

4% of the dydrogesterone label claim. / % Bin 3as1BneHOrO BMICTY ARAPOrECTEPOHY.

* Current edition /MurHe BrjanHs,

12. | Comments / Komenapi Destination countries; Ukraine
Kpainu-imnoprepu: YkpaiHa
13. | Certification statement / | hereby certify that the above information is authentic and accurate. This
Basisa npo cepruirauiv bateh of product has been manufactured, including packaging/iabeling

and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country. The
batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. 7 Linm nigreepikyo, o
sveBnKnageHa Mg opmauis & asTenTuyHoK | BipKoto. Lo cepio
apenaparty BupotrEHo (BKNIDYAIOUN YIIAKOBKY/MapKYBAHHA T& KOHTPOND
AKOCTI) BULLEBKasanm supoeGHUKOM v NOBHIA BinnosigroCT! 3 BuMorami
GWMP nokansHoro perynsitopHore oprasy | 3 3aTeepmxerui
cneuyubikaLismy sripHo 3 PeecTpauitium nocsiguexHsiv kpaimu-
ivrioprepa. JokyMeHTaLIo Woa0 supobHULTEa cepii, ynakoBKu |
TECTYBAHHS nepesipeno, | 8CTaHoBneHo I BianosigsicTs sumoram GVIP,
| declare that my signature only applies to the English text and assume a
correct translation / 7 3aRBNK10, WO Ml NIATMC CTOCYETLCS TiMbKM TEKCTY
aHIINCLKOIO MOBOIC | NPUNYCKAI0 KOPEKTHICTL NEPEKIIaay.

14. | Name and position & title of FW.J. Havinga
persen authorizing the batch
release / lm's Ta nocaga Qualified person / YnosHosaneHa ocoba
ocoby, signosigansrol sa
BUNYCK cepil

15. | Signature of person
authorizing the batch release /
Tignuc ccobu, signosigansHol
3 BUNYCK cepll

16. | Date of signature / Jarea
mignncy

V.03 ED: 12-Feb-21 HA AAD: 05-Dec-14
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