JIEPXKABHA CJIYZKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH V KUTBCHKIA OBJACTI

npos. Ceitmmarol Haaii, 3, v.Kuis, 02099, ren/faxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPIIOY 37078774

BUCHOBOK |
Npo SKiCTh BBE3EHOTO B YKpaiHy JiKapChKOro 3acody
22.05.2024 .: Ne24621/24/10
AYOACTOH®

{uafiMenyBaHHa NiKkapeeROro 3acolly 3rinHo 3 peccTpaiiliRim NocRiAuenHas)
Tal/IeTKH, BKPUTI INIIBKOBOIO 0000HK010, To 10 M1, mo 20 ratuaerox y 6aicTepi; mo 1
oJiicTepy B KAPTOHHI xopobui

{hopma BHITYCKY, NO3IYBAHIS, BHJ TAKYBAHHI JIIKAPCEKOTO 3ac06y)
Houep peectpaititivoro nocsinuenns UA/3074/01/01 crpox aif peectpaniiinaro nocsiauesns 01.01.2099
‘Cepin slikapcrkoro 3aco6y Ne 373901 KinskicTs BEe3EHOTO Jlikapcsroro sacofy 5640

BrpoGusk A660trr Blonomkixans B.B., Higepnanau

(HaiimenyBanna supobuura dikapesroro 3dcofy, Kpalla HOXOZKeHHsR)

Bseacro B Yxpainy Crinbne ykpaiHcbK0-eCTONChKe MANPHEMCTBO Y (hopi
TOBAPHCTRA 3 00MEKECHOI0 anomzxanmncno "Onrima-Oapm,
JTI", igent. kox: 21642228

(naiiMenyBanua ta kog 3a €APIIOY ropumuunot ocoﬁn abo leiBilLuL, iM'n, o Ga'mcom
Gispn0l ocofi -+ minpHemus, i Micue MpoxMBAHHA T4 peecTpaliinmi Homep ofnikosol
KAPTKH IATHHEY A0atkis abo cepid T2 noMep nacnopTa)

Mpotoron BisyanbHore KonTpomo six 15.05.2024 N 1378/12.

34 PEIYARTATAMY AICPHKABHOTO KOHTPONIO BCTAHOBICHO, IO JikApChKIR 34ci0 BBescke & YEpaiHy 3
HOTpHM&HHﬂM BHMOT 3aK0HOAABCTEA IOH0 3a6e3MeueHis TKOCTI MiKapCEKitx 3ac06in,
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Abbott Biologicals B.V. / A660TT Bionoaxikans B.B.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA Onbcr, Hinepnanam

Certificate of analysis

I CepTuibikar aHanisy

ol

NpUAATHOCTI

1. . Name of product / Hasea npogykry DUPHASTON® / JYPACTOH®
2, Country of the manufacturer / Kpaina supoGruk | The Netherlands / Higeprangw
Registration certificate number in Ukraine /
Bt HoMep peecTpauintoro NoceigUeHHs 8 YrpaiHi UAI0Z2/07101
4, Strength / Cuna gii Dydrogesteron 10 mg / 10 mr AWApOrecTepoHy
. . Film-coated tablets 10 mg / TaBnetku, BKPUTI NNIBKOBOKO
5. Pharmaceutical form / Jlikapcoka dhopma OBONIOHKO, 110 10 Mr
: . 20 tablets in blister; per 1 blister in carton box /
6. Size and type of the package / Posmip i Tun 20 Tabnetok y SnicTepi; no 1 BnicTepy 8 KapTOHHil
yhakosky 1
kopobui
7 Batch number / Homep cepii 373901
' Batch size / Poamip cepii 67.200 packs / yn.
Date of manufacture / Jata supobruyTea 07.03.24
8.
Date of batch release / flata BUNycky cepii 27.03.2024
9 Expiry date / [lata 3akiH4eHHs TepMiHy 07.03.29

Name, address and manufacturing license
numbers.for all sites responsible for

{ manufacturing process and quality control /
Haasa, anpeca Ta HoMepw niLeHsin Ha
BUPOGHULTEO ANR BCiX BUPOBHUKIB,
BiANOBIZaNbHIUX 38 BUPOBHUYMA npouec i
KOHTPOMb AKOCTI

Abbott Biologicals B.V. !/ AGGoTT Bionogxikans B.8.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA OnscT, Hineprangu

Manufacturing Authorization (Mliuensis Ha BHPOGHUUTBO)
108926F

11. | Results of analysis / PesynsTatv ananiay

See table below / ina. Tabnuuyio Huxue

Results of analysis /

PeaynbTatu ananisy

Parameter tested / Acceptance limits / Results /
KoHTponnosauuit napamerp Honyctumi Mexi PesynbTatH
Appearance (visually)/ 3osHiwni# Barnag (BisyanbHo) | A round, biconvex, scored white Complies /
film-coated tablet with inscription Bignoeigae
"155' on one side at either side of
the score. The diameteris 7 mm. /
Kpyrnia, ABoonykna, BkpuTa
nniskoeoto obonowkolo, Sina
TabneTka 3i CKoLWEHNUM Kpack, 3.
NiHie A poznomy 1a
MapkyBaHHAM «155» 3 oaHoOro
Boky no obuasa Goku Big niHil gns
_ » . . poanomy. Diametp 7 jam.
Identification / lgeHTrdikauin
» Dydrogesteron / inaporecrepon
- Retention time {HPLC) / Yac yTpuMyBaHHs Corresponds to reference Complies /
(BEPX) standard / Bignosipae Bianosigae.
pedepeHTHOMY CTaHaapTy:
= UVspectrum / Yo-criektp Corresponds to spectrum of the Complies/
reference standard / Bignosigae Bignosigae
CneKkTpy pedepeHTHoro
cTaHpapTy.
» Color additive / Bapsrviki®
- titanium dioxide (E171) / Tutany aiokcug Complies /
(E171) Bianoeigae
Purity / Yuctora
» Degradation products (HPLC) / poayxTn
Aaerpaaauii (BEPX)
= Unspecified, each / Koxunil HesnaHayeHmi <01
- Sum/ Cyma < 0.1

V.03 %g({ e 4S5 1739 ED: 12-Feb-2]
OF 05 trr X

HA AAD: 05-Dec-14
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Abbott Biologicals B.V. / AB6oTT Bionogxikans b.B.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepeer 12, 8121 AA Onect, HinepnaHau

Content / KinbKicHe BU3HaYEHHS

- dydrogesteron (HPLC) / augporectepoH 9,5 - 10,5 mgl/tablet / 10.0
(BEPX) 9,5~ 10,5 mrftabnetka
Uniformity of dosage units (Ph. Eur. 2.9.40%, HPLC) / Complies with Ph. Eur. 2.9.403 / Complies/
OAHOpigHICTb A03CBAHUX OA4MHNLE (D 2.9.403, Bianosigae €® 2.9.40° Binnosigae
BEPX) _
Average tablet weight (n=20), weighting / Cepeas 136,8 —~ 151,2 mgimr 144.2

Maca TabneTkn (n = 20), 3paxyBaHHA

Dissolution (Ph.Eur. 2.9.3%), in 0.3% sodium
lauryl sulphate in water, apparatus 2, 100 rpm. / Q=75% after 45 minutes / Complies /
PozunHennn (Esp. dapm. 2.9.33), y 0,3 % PO3YMHI Q=75% 3a 45 xgunuH Bianorigae
| HaTpito naypwncyrstbary y sogi, anapar 2, 100 ¢6./xa.

Microbiological Quality’, Ph.Eur. 5.1.42 (non- aqueous
preparations for oral use) / MikpoGionoriusa uncroTa t
€sp. dapm.5.1.4 % (HesogHi npenapaTu Ans
OPaNbLHOro 3aCTOCYBaHHA)

TAMC, Ph.Eur. 2.6.123/ aaranbna KinbkicT aepobHuk <103CFU/g/ < 10*KYOrr <10
MikpoopraHismis, €sp. dapm. 2.6.123

TYMC, Ph.Eur. 2.6.122 / 3aranbHa KinbkicTs < 102CFU/g / < 102 KYQir <10
APPKAXKOBUX | NnicHABKX roubie, €ep. dapm, 2.6.123 _

E.coli, Ph.Eur. 2.6.13%/ €ep. dapm. 2.6.13° Absent/g / BifcyTHilr Absent / Bigcyrri

' Not routinely tested; one out of ten batches will be tested with.a minimum of once a year. / He Bu3HavacTbes
PYTUHHO. Byae NpotecToBaHa ogHa 3 AecsTy cepiil, MidiMym 1 pas Ha pik.

2% of the dydrogesterone label claim. / % Biji 3as8neHoro BMICTY guaporecTepony.

% Current edition / UnHne BnaanHs.

'12. Comments / KomenTapi ' Destination countries: Ukraine
Kpainu-iMnoprepn: Yipaina
13. | Certification statement / Fhereby certify that the above information is authentic and accurate. This
3ansa npo cepTadikadil batch of product has been manufactured, including packaging/labeling

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. / LUnm nigreepaxyio, Wo
BULLEBUKNafeHa iHOPMaLif € aBTEHTUYHOM i BIpHOH. Lo cepio
npenapaty BUpobneHo (BKINKYaYn yNakoBKy/MapKyBaHHs Ta KOHTPOMb
AKOCTi). BULLEBKA3AHUM BUPOBHUKOM Y MOBHIN BIANOBIAHOCTI 3 BUMOTaMK
GMP riokansbHOre perynaTopkoro OpraHy i 3 3aTeepaKeHUMM
cneingikauiamu 3rigHo 3 PeccTpaliiHim NOCaig4YeHHAM KpaiHu-
iMnopTepa. [lokymeHTauiio Woao BUPOGHUUTBaE cepil, ynakosku |
TECTYBaHHA NepesipeHo, | BCTaHoBMeHO ii BiNOBIAHICTL BMoram GMP.

I declare that my signature only applies to the English text and assume a -
| correct translation / 1 3asBNA10, WO Mik NIANUE CTOCYETLCA TiMbiu TEKCTY
aHMMIACBKOKD MOBOK) i NpUNycKan KOPEKTHICTL nepeknagy.

14. | Name and position & title of F.W.J. Havinga
person authorizing the batch
release / IM's Ta nocaga Qualified person / YnoeHoeaxeHa acoba
ocoBu, BianoBiganbHoi 3a
BUNYCK cepii

15. | Signature of person
authorizing the batch release /
IManuc ocobu, signosigansHoi
3a sunyck cepil -
16. | Date of signature / flata 22.04.2024

nignucy .
e w1

o ~
ez g

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




AEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHiBCBKIN OBJACTI

npos. Ceitmrnol Hapii, 3, M.Knis, 02099, Ten/daxe: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
PO AKICTH BBE3ENOr0 B YKpainy gikapchKoro sacody

31.01.2025 Ne 2195/25/10

TYDACTOH®

{najiMcHyBaHHA NixapcsROro 3acoby 3riIHG 3 peccTpaniiHmM NockindcHHmL)
Tabi1eTky, BRPATI INTiBKoBOI0 060101K010, 10 10MT, Mo 20 TabseTox y GaicTepi; no 1 6xicTepy
B RapToHHii Kopobui

(popsa BumycKy, AO3YRAHHA, B NAKYBaHHA AiXapchbkoro 3acaby)

Homep peecrpauiiinoro noceiguenns UA/3074/01/01 crpox aif peecrpauiiinore nocsinseuns 01,01,2099

Cepin nikapcsroro sacoby Ne 375454 Kinekicts Beesenoro sikapebkoro sacoby 2880
BupoBuuk "Ab6o1T Bionomxkixans B.B.", Hinepranau
(natiMenypanna snpoBunka AiKapebkoro 3acoby, xpajua noxomkents}
Bresero B Ykpainy ChifbHe yKpaiHChK0-eCTOHCHKE IANPHEMETBO ¥ GopMi TOBAPHCTBA
3 ofMeskenoio Bianosinansuicrio " Onrima-®apm, JATI", ixenr. wox:
21642228

(nativenysauns Ta kop 3a €JIPTIOY wpranzmol ocolGn 2o npisenwe, iM', no Garsxoki disHunol
ocoln = mignpueMus, i Micne TPOKMBIHAA T2 peecTpaniiiuuil HoMep obnikonol KapTEI NHATHIKA
nogarkin-ago cepia Ta HoMep FACHOPTA)

[peToxon Bisyansaoro kenrposne iz 24.01.2025 N 0147/7.

3a  pesymbTaTaMi JEPKABHOCO KOHTPOAK BCTAHOBAEHO, IO JKApChKMit' 3acif sBeseno s Vkpaimy 3
AOTPHMAHHSM suMor 3aKOHOZABCTBA M0/0 3a0e3MeIEHHA AKOCTE MiKAPCLKIX 3ac00iB.

Omsra EPBOMEHKO

{nianuc) {initiam: Ta npiznwmme)




Abbott Biologicals B.V. / A66oTT Bionogxikans b.B.
Veerweg 12, 8121 AA Qlst, The Netherlands /
Beeprer 12, 8121 AA OnwcT, HigepnaHau

Certificate of analysis / Ceptucikar ananiay
1. Name of product / Hasea npopy«ry DUPHASTON® / iYGACTOH®
2. | Country of the manufacturer / Kpaina supobHuk | The Netherlands / Higepnaxgu
Registration certificate number in Ukraine /
3 Homep peecTpadiinoro noceiguenHa B Ykpaii UA/3074/01/01
4. | Strength / Cuna gii Dydrogesteront 10 mg / 10 Mr Anaporecrepony
; ; Film-coated tablets 10 mg / TabneTku, BKpUTi NNiskosoOK
5. Pharmaceutical form / Jlikapceka hopma oBONOHKO, o 10 Mr
. . 20 tablets in blister; per 1 blister in carton box /
8. Size and dype of the package [ Paswip lzkn 20 TabneTok y BnicTepi; no 1 Gnictepy B KApTOHKINA
yrakoskw KODOBL
7 Batch number / Homep cepii 375454
) Batch size / Poamip cepil 65.520 packs / yn.
Date of manufacture / lata supobruyrsa 26.07.24
8.
Date of batch release / flata sunycky cepif 03.09.2024
9 Expiry date / [laTa sakiHueHHs TEpMiny 26.07.29
’ NPUAATHOCTI
10. | Name, address gnd manufac}urlng licanse Abbott Biologicals B.V. / AGSoTT bionogxikans &.B.
numbers for all sites responsible for
. ; Veerweg 12, 8121 AA Olst, The Netherlands /
manufacturing process and quality control / Becpser 12 8121 AA Onber, Hinepnaan
Hassa, agpeca ra HoMepu NiLeHsiit Ha P ' 1 FIRGPHAHA
BUPOBHULUTBO ANA BCIX BUPOBHUKIB, . N . .
BIANOBIAANBHUX 33 BUPOGHMIWI NPOLEC | r;/loaangl;fggtunng Authorization (Nliuensis Ha BUpOOGHUUTBO)
KOHTPONb SKQCTI
11. | Results of analysis / PesyneTtary aHaniay See table below / [us. TabnuLjio Hukye

Results of analysis /

Pesynbraty aHanisy

Parameter tested / Acceptance limits / Results /
KoHTponboBaHui napameTp donycrTumi mexi Peaynbraryu
Appearance (visually)/ 3osHiwmin Burnag (BisyansHo) | A round, biconvex, scored white Complies /
film-coated tablet with inscription | Bignosigae
158’ on one side at either side of
the score. The diameter is 7 mm. /
Kpyrna, asoonykra, BKpuTa
nniekoeoo abonorkoto, Gina
Tabnerka ai CKOLWEeHUWM Kpaem, 3
NiHIiEI0 ANA posnomy T1a
MapkysaHHsm «155» 3 ogHoro
BSoky no obuasa Boku BIg NiKil Ans
poanomy. fliaMeTp 7 MM.
identification / igeHTudikauin
« Dydrogesteron / [lupporectepou
- Retention time (HPLC) / Yac ytpumysaHHs Corresponds to reference Complies /
(BEPX) standard / Bianogsinae Binnosinae
pedepeHTHOMY CTaHaapTy.

- UV spectrum / Yd-cnekrp Corresponds to spectrum of the Complies /
reference standard / Bignosigae Bignosigae
crexkTpy peepeHTHOro
crangapTy.

e Color additive’/ bapshuku' B o .

- titanium dioxide (E171) / Tutany giokcus Positive for titanium / MNoauTtnexa Cpmphgs/

(E171) ANSA TUTaHy., Bignosigae
Purity / HucroTa
» Degradation products (HPLC) / lMpoaykru
Aerpagauii (BEPX)
- Unspecified, each / Koxuuid HeBusHaverui < 0,2 %? <0.1
- Sum/Cyma < 1,0 %2 < 0.1

V.03 ED: 12-Feb-21

HA AAD: 05-Dec-14
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Abbott Biologicals B.V. él ABBoTT blonoaxikan3 b.B.

Veerweg 12, 8121 AA

st, The Netherlands /

Beepeger 12, 8121 AA OnbcT, Hinepnasau

Content / KinekicHe BuaHaveHts

- dydrogesteron (HPLC) / anaporectepoH 9,5 - 10,5 mgftablet / 10.0
(BEPX) 9,5 - 10,5 mr/rabnerka

Uniformity of dosage units (Ph. Eur. 2.9.403% HPLC)/ | Complies with Ph. Eur. 2.9.40%/ Complies /
OAHOPIAHICTL 4030BANUX 0auHWLDL (€ 2.8.40°, Bignosigae €& 2.9.40° Biagnosigae
BEPX)
Average tablet weight (n=20), weighting / Cepeaus 136,8 - 151,2 mg/mr 144.5
maca tabnetku (n = 20), 38aXKYBAHHA
Dissolution (Ph.Eur. 2.9.3%), in 0.3% sodium
lauryl sulphate in water, apparatus 2, 100 rpm. / Q=75% after 45 minutes / Complies /
PosunneHns (€sp. dapm. 2.9.3 3), y 0,3 % po3unHi Q=75% 3a 45 xsunux Bianosinae

HaTpito naypuncynegary y sogi, anapar 2, 100 06./xs.

Microbiological Quality’, Ph.Eur. 5.1.43 (non- aqueous
preparations for oral use) / MikpoGionoriuna uncToTa !,
E€sp. Papm. 5.1.4 3 (HesoaHi npenapat AnA
OPanbHOTD 3aCTOCYBaRHR)

TAMC, Ph.Eur. 2.6.12%/ 3aransHa Kinbkicts aepoGrmx
mikpoopraHismis, €8p. ®apmM. 2,6.123

TYMC, Ph.Eur. 2.6.12%/ 3aranuHa KinbKicTs
Apixaxosunx i nnicHssux rpubie, €sp. dapm. 2.6.12°
E.coli, Ph.Eur. 2.6.133/€ep. ®apm. 2.6.13°

Not tested / He

TECTYBaNoCh
or/abo

<103CFU/g / < 10° KYOIr <10

< 10:CFU/g t < 102 KYO/r <10

Absent/g / BigcyTHilr

Absent / BigcyTHi

' Not routinely tested; one out of ten batches will be tested with a minimum of once a year. / He susxaaeTses
pyTUHHO. Byae npoTecToBaHa ofHa 3 AECATH CEPIi, MiHIMYM 1 pas Ha pik.
2% of the dydrogesterone label claim. / % Big 3a8BNEHOMO BMICTY AVAPOrecTepoHy.

3 Current edition / YuHHe BUOAHHSR.

12. | Comments / Komenrapi Destination countrigs: Ukraine
KpaiHu-imnoprepu: Yxkpaina
13. | Certification statement / | hereby certify that the above information is authentic and accurate. This
3asnsa npo cepTudikauio batch of product has been manufactured, including packaging/labeling
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. / Llum nigreepaxyio, wo
BULLEBUKNageHa IHDOPpMALIR € asTEHTUYHOLW | BipHOKW. Liro cepilo
npenapary supoBneno (BKIIKOHAIYIN YHAKOBKY/MAPKYBAHHS Ta KOHTPOrb
AKOCTI) BULEBKa3aHUM BUPODHWKOM Y NOBHIN BIANOBIAHOCT] 3 BUMOramu
GMP noxanbHOro perynsaTopHoro oprady i 3 3arBepiXeHnumMu
cneundikauismu arigHo 3 PeecTpayifHum nOCBiYEHHAM KpaTHU-
imnoprepa. dokymexTauilo weao supobHnLTBa cepii, yNaKoBKy i
TECTYBAHHA MEePeBipeHo, i BCTaHoBNEHO 1T 8iAnosiaxicTs BuMoram GMP.
| declare that my signature anly applies to the English text and assume a
correct translation / A 3asBnRI0, WO Mk NIAANC CTOCYETLCH TINBKU TEKCTY
AHITHACHKOK MOBOI | NPUNYCKSI0 KOPEKTHICTL nepeknany.
14, | Name and position & title of - M.J. van Amerongen
person authorizing the batch
release / Im's Ta nocafa Qualified person / YnosHosamera ocoba
ocobu, BignoaiganeHol 3a
BUNYCK cepii -
15. | Signature of person |
authorizing the batch release / //’/ ol v
Mignve oco6m‘._.sl,qnoan.qanwo: /ol ,,% JO/ Ay (o791 9&/{,
33 BUNYyCK cepil o .
16. | Date of signature / flara 09.09.2024
nignuey
V.03 ED: 12-Feb-21 HA AAD: 05-Dec-14
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