S
JTEPKABHA CJIY)KEA 3"-JIIKAPCBK]'§IX-_'3A'COBIB"TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBKIH OBJIACTI
npos. CiTauunoi Hapii, 3, mKnis, 02099, Ten/daxkc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €PTIOY 37078774

| BUCHOBOK
Npo AKICTH BBE3EHOr0 B YKpainy JiKapchLKoro 3acoby

AM02634 Ne 6231/24/10

OEMOCTOH® KOHTI MIHI

(HaiiMeHyBaHHA NIKAPCHKOro 3acoby ariaHo 3 peecTpaniiikiM NOCBIAYCHHAM)
Tal1eTKH, BKPUTI IJIIBKOBO0 000a0HK010, 110 0,5 MI/2,5 Mr; no 28 radierox y duticrepi; no 1
ﬁ.}IlCTBPy B l{aPTOHHIH Rﬁpﬂﬁﬂ'i

(hopma BHRYCKY, J103YBaHHSA, BHI IAKYBaHHA J1KAPCHKOTO. 3acoﬁy)

Howmep peectpauiiiroro nocsinuenus UA/13464/01/01 crpox nii peecrpauiiinoro nocsimuenna 01.01.2099

‘Cepis rikapcoxoro sacoby Ne.372972 KinekicTb BBE3eHOTr0 Jikapchkoro sacoby 2600 -
BupobGuuk _A66orr Bionopkikans B.B., Higepnamnu o
(HatiMerypaHHg BHpOOHHKA NIKapCHKOTo 3acoby, KpalHa noxoxen HH)
‘Breseno B Yipainy CrniiisHe yKpaiHChbK0-eCTOHCbKE MANMPHEMCTBO Y HOpMi TOBAPHCTBA
3 oOMeskenolo BignoBigaaenicTIo "OnriMa-®apy, JITHA", inenr. xon:
21642228

{uafimenyBaurs Ta kox 3a €JAPIIOY ropnarunoi ocobu abo mpizeuine, imM's, 1o 6aTsKosi GizuyHoi
ocobH - MANpAEMILA, Ti MiCHe NPOKHBAHEA TA peccTpaiiinuil HoMep 00RIKOBOT KAPTKH TINATHHKA
riogaTkie abo cepist Ta' HOMEp MACOPTA)

TIporoxo Bisyanbiore koirpomo six 20.02.2024 Ne 0127/27.

Ba  pesynsTATAMM JIepKABHOTO KOHTPOMIO EBCTAHOBNEHO, IO JHKAPCRKMIt 34ci6 BRe3emo B Yxpainy 3
JAOTPHUMAHHAM BrMOT 3KOHOAABCTEA MO0 3a0e3MeYeH s AKOCT] TIKAPCEKUX 3aCOBiE.

(Hitii!ﬂ,n}i T npmnmel




Abbott Biologicals B.V. / A660TT bionomxikanz B.B. N
Veerweg 12, 8121 AA Oist, The Netherlands /Beepser 12
'8121_.A}§ Onber, Higepnadan

Certificate of analysis / Ceprudiukar anasniay

an

Page/cr. |1

1. N_am.é. ofproduct / Haaaa NpoayKTy

FEMOSTON® CONTI MINI / SEMOCTOH® KOHTI MR

2. Country of the manufacturer / KpaiHa sBupoSHuk

The Netherlands / Hipepnanan

3 Registration certificate number in Ukraine /
‘ Homep peectpayiitHoro NocBigYeHHA B YkpalHi

UA/13464/01/01

4, | Strength / Cuna gji

Dydrogesteron micronized 2,5 mg; estradiol hemihydrate
micronized equivalent estradiof 0,5 mg / gnaporecTepoH
MIKPOHI3ORaHM 2,5 mr; ecTpagiony remirinpar
MIKPOHI30BaHMUHA, L0 eKBIBANEHTHO ecrpagiony 0.5 mr

5. | Pharmaceutical form / Nikapcbka dopma

Film-coated tablets, 0.5 mg/2,5 mg / Tabnetku, BKpUT]

niBkoBOIO 06ONOHKOW, NO 0,5Mr/2:5 mr

6 Size and type of the package / Po3amip { Tun
" | ynakoBku

28 tablets in blister; 1 blister in box /
28 Tabnetok y 6nicrepi: no 1 BnicTepy B8 ynakosuyi

7 Batch number / Homep cepii |

372972

Batch size / Poamip cepii 10.341 packs / yn.
Date of manufacture / Jata BUPOOHULITRA 01.08.23
8.
| Date of batch release ! DaTa Bunycky cepii 27.11.2023
9 Expiry date / Nata 3akiHyenus TEPMIRY 01.09.27

npuaaTHocTi

10. | Name, address and manufacturing license Abbott Biclogicals B.V. / A66oTT Bionogikans b.B,
numbers for all sites responsible for Veerweg 12, 8121 AA Olst, The Netherlands /
manufacturing process and quality control. / | Beepeer 12 '8-121 AA Onber, Hige namam
HasBa, agpeca ta HOoMEPK NIUESH3INR Ha P : - - HIAEPnan] |
BUPODHUUTBO 118 BGIX BUPOGHWKIB, -- by A b b s . . R
BIANOBIAANLHUX 33 BUDOGHIIMIA poLec | %aanngggtunng_Authonzatlon ! (JliueHsis Ha BUPOBHULTBO)
KOHTPOIbL SKOCTI | -

11. | Results of analysis / Pesynbrartu aHanisy See table below / s, Tabnuso Husye

Results of analysis / Pe3ynbtatu ananiay

Parameter tested /
KoHTponboBaHuuii nia aMeTp

Acceptance limits / Resuits /
Honycrumi Mexi PeszvneTaTi

Appearance (visually)/ 30BHILIHI By FNAg, (BisyanbHo)

| -oﬁonc)HHmo,_ 3 Hanucom 379 3

A round, biconvex, yellow film- Complies / Binnoginae
coated tablet with inscription
'379' on one side. / Kpyrna
ABOONyKNa TabneTka }osToro.

KONbOPY, BKPUTa NNIBKOBOIO

cnHoro 6oky.

Identification Ph. Eur.* 2.2.2¢/ lzenTudikauis €sp.
dapm.* 2.2.29
* Estradiol / Ecrpagion
- Retention time (HPLC) / Hac yrpumMyBaHHs
(BEPX)

- UV spectrum / Y& cnexrp.
* Dydrogesteron / luapo recTepoH

- Retention time (HPLC) / Yac YTPUMYBAHHS
(BEPX) |

- UV spectrum / Yo cnekTp

»  Color additive! / BapsHuiut f i 5 » . | o
- titanium / TuTaH 8RS positive reaction / lae | Not tested / He

)/ ﬁ_;ii' f T E!H}:_ Pea I{LHI'D: o | '. 'TGC'IYB&HG CSI
= iron/ saniso “5® g es positive reaction / [lae -

V.03

| standard / Bianosinae

Corresponds to reference
standard / Bignoigag
pedeperTHOMY craHgapry.
Corresponds to reference
standard / Bignoginae
peteperTHoMY Cranfapry..
Corresponds to reference

Complies / Bignosigae
i Complies / Bigriosinae

Complies / Bigriosinae

-pedepeHTHOMY cTaHgapry.

Complies / Bignogigae
Nandard / Bignoeigae

, RPN EPEHTHOMY CTaHga pTY.

f\"‘h

HA AAD: 24-Jul-15
OV 92467 0507 ¢ "7%

f




Abbott Biologicals B.V. / A660TT Bionoaxikana B.B. Page/cT. |2
Veenﬁﬁg 12, 8121 AA Qlst, The Netherlands /Beepger 12,
8121 OnekeT, Hinepnaxau

MOSUTUBHY peakuyi,

Purity, Ph. Eur.* 2.2.29 / YucroTa, €Bp. Gapm.* 2.2.29
* Degradation products (HPLC), estradiol /
NpoaykTu gerpagawii (BEPX), ectpagion |
—A9,11-estradiol [estra-1,3,5( 10),9(11) tetraene-3, <0,3%2 < 0.1
1703-diol] / A9,11-ecTpagion [ecTpa-1,3,5(1 0),9(11) -
TeTpaeH-3, 1713-gion]

- estrone [3-hydroxy-estra-1,3,5(10)triene-17-one] / <0,3%2 1<0.1
eCTPOH [3-rinpokcu-ectpa-1,3,5(10)TpueH-17-0H]

- B-keto-estradiol [178-3,17-dihydroxy-estra-1,3,5 (10)- | < 0,3 %2 <01
| triene-6-one] / 6-keTo-ectpanion [17R-3,17- |
Aurigpokcu-ectpa-1,3,5 (1 0)-TpueH-6-0H]

| -Unspecified, each / HeBCTaHOBNEHWIA, KOKEH <0,5 %2 <0.1
- Sum/ Cyma <1,0 %2 < 0.1

* Degradation products (HPLC), dydrogesteron /
IpoaykTu perpanauii (BEPX), avaporecrepon | .

- Unspecified, each / HEBCTaHOBITEHUY, KOXKEeH <05 /5 ’_ 1 <04
~Sum / Cyma 4 =10% <0

Content (Ph.Eur.* 2,2 29)/ KinkKiche Brariauerng |
(CBp. Papm.* 2.2.29)

- estradiol as CisHz02 (HPLC) / ecTpagion sik 0,475 - 0,525 mgftablet/ 0.496
C1sH2402 (BEPX) mriTaBnetiy - .
- dydrogesteron (HPLC) / auaporectepon (BEPX) | 2375 — 2,625 mg/tablet 2.477
MriTabnerky

Uniformity of dosage units (HPLC Ph.Eur.*2.2.29)/
OnHopiaHicTk fo30BaHuX oauHuLL (BEPX €ap. dapm.*

| 2.2.29)
-~ estradiol/ ecTpagion 1 Compties with- Ph. Eur.* 2.9.40 / Complies / Bignosigae
Bianosigae €sp. dapm.* 2,9.40
- dydrogesteron / gupporecrepon Complies with Ph. Eur.*2.9.40 / Compilies / Bignoeinae
. o .. .. .| Bipnosinae €sp. dapm.*2.9.40 |
Average tablet weight (n=20), weighting / Cepeans 136,8 — 151,2 mg/mr 143.3

Maca TabneTku (n = 20), spaxyraHHs]
Dissolution (Ph.Eur.* 2.9.3, HPLC Ph.Eur* 2.2.29), in
0.3% sodium lauryl sulphate in water, apparatus 2,
100 rpm. / PosunHetHs (Epp. dapm.* 2.9.3, BEPX
€ep. Papm.*2.2.29), 8 0,3% pozunki HaTpit
naypwncynsaty y Boai, anapart 2, 100 06./xs. N |
- estradiol / ecTpapion NLT 85% (Q=80%) after 45 | Complies/ Bignoinae
minutes / He meHwe 85%
(Q=80%) vepes 45 xBunuH - |
- dydrogesteron / guziporecrepon NLT 85% (Q=80%) after 45 Complies / Bignogigae
| -minutes./ He MeHWwe 85%
(Q=80%) 4yepes 45 xBunH

| Microbiological Quaiity“'i,_Ph.E'ur.* 5.1.4, 2.6.12, 2.6 13
/ MikpoGionoriyHa yucrora®, Eep. dapm.* 5.1.4,
2612 26.13

| TAMC / 3arankHa KinbKicTb aepoBHUX MiKpoOpraHismis. <103CFU/g / <103KYQ/r

1 TYMC/ 3aranbHa KinbiicTb Lpinesux i APPRIKOBUX <102CFU/g / <102KYO/r
rpubis
Escherichia coli Absent/g / BigcytHs /r

*Current edition Ph.EUr. /nane BARanmy Eap. Dapm.

V.03 ED: 12-Feb-21 HA AAD: 24-] -‘ *




Abbott Biologicals B.V. / A660TT Biono Xikan3 G.B. Page/cr. |3
Veemvﬁ 12, 8121 AA Oist, The Nether ands /Beeprer 12,
8121 AA Onscr, Hinepnanau

®) Percentage of the dydrogesterone label claim. / Biacorkosuit BmicT Bifl 3a3Ha4YeHO! Ha ynakoBUi KinbkocTi
AlAporecTepoHy.

9 One out of ten batches will be tested with a minimum of once-ayear. / OnHa 3 gecarTy cepin Bype
KOHTPONKBATUCH, SIK MiHIMYM, pas Ha pik.

12, Comments / Komeﬂ‘rapi Désﬁnation cc:untr'iés:_Uk'raine
Kpaihu-imnoprepu: Ykpaiua

| 13. | Certification statement / | hereby certify that the above information is authentic and accurate, This
3astBa npo ceptudikailio batch of product has been manufactured, including packaging/labeling
and quality control at the above mentioned site(s) in full compiiance with
the GMP requirements of the local Reguiatory 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. / Ll NIATBEPINYIO, Lo

14. | Name and position & title of
PErson authorizing the batch
release / IM'st T3 nocapa
ocobw, signosinansHol aa

_BUNycCK cepif

1 16. | Signature of person
authorizing the batch release /
Nignune ocoby, BIANOBiNanbHO!
3a BUNYCK cepil

16. | Date of signature / Hata e
nignyicy

V.03 ED: 12-Feb-21 HA AAD:24-Jyi-15




