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Certificate of analysis / Ceprudixar anamizy

1. | Name of product / Hasea npogyxry MILANDA / MITAHIA
2, | Country of the manufacturer / Kpaina sHpo6HHK Spain / Icnianisn
Registration certificate number in Ukraine / .
s Howmep peectpaniiinoro ceptudikaty 8 Vipaini Ua/13152001/01
4. | Strongth / Coma it depglrenions 3 10, fyliylstiadicl 0 0rng
: ApocmipeHoH 3 Mr, etuHinecTpanion 0,03 mr
5. | Pharmaceutical form / Jlikapceka dopma film-coated table.t % 3 mel0,03 ing o
TabneTin, BXpHTi I1iBKOBOIO 06010HKOI0, 3 M1/0,03 MT
Sizeand type of the package .21 tablets in blister; l.blxstf.:r ina ca'irton box .
6. Bossis 2] Tabnerka y OGumictepi; 1 6mictep y xapromHiit
| Po3Mip Ta tdn yrnakoskH :
YIaKoBI
7 Batch number / Homep cepii LF21010B
* | Batch size / Poamip cepif 9.126 packs/ym.
8. | Date of manufacture / Jlara BrpoGruirea 07/2020
9. | Expiry date / Jlata saxindenus tepMidy npugarxoeri | 07/2023
10. | Name, address aric_l ‘manufacturing license numbers | Laboratorios Leon Farma S.A. )
for all sites responsible for manufacturing processand | C/La Vallina s/n, Poligono Industrial Navatejera,
quality control / Villaguilambre, 24008-Leon, Spain
Hasga, afpeca Ta HoMepH JileHsiit Ha BupoGHuuTRO | Manufacturing Autorisation Ne 4208E
pna Beix  BupoGHMKIB, BigmoBimameHHX  3a
BHpoOHHIHH TIPOLLEC TA KOHTPONE SKOCT JlaGoparopioc Jleon apma C.A.
C/J1a Bannina ¢/, [loniroro Ingactpian Hasatemxepa,
Bimnaxsinambpe, 24008-Jleon, Ienauis
Howmep Bupobumyoi jinensii Ne 4208E
11. | Certificates of GMP compliance numbers for all sites
responsible for méanufacturing process: and quality’ |
s A : | omP N 4208718
Homepu ceprudixary HBII mna Beix BUpOOGHMKIE, =
RIZTIOBITANBHYX 38 BHpOGHHYHHE Ipoec T2 KOHTPOJE:
AKOCTi
12. | Results of analysis/ PesynpTats auanisy See table below / JTus. Tabnuio Hxue
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@' CHEmO C/La Vallina s/n, Poligono

Industrial Navatejera,
Villaguilambre, 24008 Leon,

Spain
Results of analysis / PesyapTaTn ananizy
Parameter tested Acceptance limits Results
IlapameTp, MO KOHTPOIIOETHCH Honverumi mexi PesynrtaTu
Appearance / Plain, round, yellow film-coated tablets / Passes test /
Ommc Tabnetkw xpymmol ¢opmy, 3 mnockoro | Binmosizae

TIOBEPXHEI0, BKPHTI ‘MUIBKOBOI 0GOMGHKO0
HOBTOIO KONEODY

Identification drospirenone (HPLC)/ On the chromatogram of tested solution | Passes test/
Inentadixauia apocnipenony (BEPX) | obtained in the chapter «Assay. Drospirenone», | Biamorinae
retention time of the main peak of drospirenone
should correspond to the retention time of the
main peak of ‘drospirenone on the
chromatogram of the reference solution /

Ha xpoMarorpami BHTIPoGOBYBAHOrO po3HHY,
OJIeRKAHOrO y pozmini  «Kinmbkicue
BH3HaYeHHA, JIpOCTipeHoE, 9aC YTpAMYBaHH
nika JlpocripenoHa Mae CIHBNAEAATH 3 YacoM
yrpuMyBanHa mika  JlpocrmipeHoHa  Ha
XPOMATOTPaMi PO3THHY: HOPIBHAHHA.

Identification ethinylestradiol (HPLC)/ | On the chromatogram of tested solution | Passes test/
InenTrdikanit eruninecrpagiony obtained in  the chapter  «Assay. | Bignosinae
(BEPX) Ethinylestradiol», retention time of the main
pezk of ethinylestradiol should correspond to
the retention time of the main peak of
ethinylestradiol on the chromatogram of
the reference solution /

Ha xpomarorpami BUIIpoGOBYEaHOTO PO3UKHY,
OZIEPIKAHOTO y posaini «Kinsxicne
BH3HAYCHHS, Eruninecrpapiony, qac
yrpumysanus Tika Ertusinecrpagiony wae
cniBIafaTH 3 YacoM YTpHMYBaHHA mika
Eruninectpagiony Ha xpomarorpami posuusy
NOPIBHAHHA,

Identification drospirenone (UV) / On the chromatogram of tested solution | Passes test/
Tnermudixania npocnipenony (VO) obtained in the chapter «Assay. Drospirenonsy», | Bimmosixae
UV absorption spectrum of drospirenone, must
correspond to UV  peak spectrum of
drospirenone on the chromatogram of the
reference solution /

Ha xpoMarorpami BHTIpoGOBYEEHOTO POIUMEY;
OJIePIKAHOTO y posmini «Kinsxicue
suzHauenus. Jpocmipenony», Y®-cnextp mixa
it s : Dpocmipenona Mae  cmiBmagaru 3 V-
CHEKTPOM miKa HpocnipeHona Ha
XpoMaTOrpaMi pos4HHY IOPIBHAHHA.

Identification ethinylesttadiol (UV) / On the chromatogram of ‘fested solution | Passes test/
Inenrudixanis eruminecrpagiony (Y®) | obtained in  the  chapter  «Assay. | Bignosinae
Ethinylestradiol», UV absorption spectrum of
ethinylestradiol, must correspond to UV peak
spectrum of ethinylestradiol on
the chromatogram of the reference solution /

Ha xpomarorpami BunpoGosyBaHoro posyuny,
ojepxaroro y  poamin  w«Kinskicre
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JoMimnKa _
- total impurities / cyma goMinTox

Industrial Navatejera,
Villaguilambre, 24008 Leon,
Spain
Parameter tested Acceptance limits Results
‘| Iapamerp, 110 KOHTPOAIOETHCA Honyerumi mexi PesynrTaru
B . BH3HayeHHA. ETHHInectpamioms, V@-criextp
nika Etuninecrpaniony mae cnisnagary 3 VO-
cektpoM  mika  ETHminecrpapiony  Ha
XpoMaTorpaMi po3uuHy HOPiBHIHHS.
| Drospirenone assay / NLT 95% and NMT 105 % indicated in | 99 %
Kinexicne Bu3HaveHHsa fpocnipeHony | chapter «Composition» /
o u He Menme 95% i me Ginsme 105 % Bix
3a3Ha9eHOro y posaim «Cruany
Ethinylestradiol assay / NLT 95% and NMT 105% indicated in | 102 %
Kinexicne BmsHaTeH s chapter «Compositiony / 7
eTHHINecTpagiony He memme 95% 1 He 6Ginpme 105 % Bin
3a3Ha4YeHOro ¥ posaini «Crnany i
Average weight / 103,00 mg/mr £ 7,5 % 102.1 mg/mr
Cepenrs maca TabneTku
Uniformmity of Dosage  Units | AV<15,0 Passes test /
Drospirenone content uniformity / Binnopizae
OpHOpiHICT:  1030BaHHX  ONHMHHUDL '
ApociipeHoHy
Uniformity of Dosage Units | AV 15,0 Passes test /
Ethinylestradiol content uniformity / Bignosinae
OnHOpIfHICTE  [O30BAHMX OAMHMIB
eTHHINECTpaiomy
Drospirenone dissolution / NLT 75 % (Q) in 30 min / 836 %
Posuunenns pocniperona He menme 75 % (Q) 3a 30 xa.
Ethinylestradiol dissolution / NLT 75 % (Q) in 30 min / 92 9%
Pozuusenns Ernninectpagiony He merme 75 % (Q) 3a 30 xa.
Drospitenone related substances /
Cynposinsi fomimku Tpocniperony _
- unknown individual impurities / NMT 0,3 % / e Ginsure 0,3 % <0,1 %:
Oyib-axa HeigenTrdixopana _ i
JOMimKa NMT 0,5 %/ ne 6insme 0,5 % <0,1%:
- total impurities / cyma gominiox
Ethinylestradiol related substances /
Cynposingi noMimxu
Eruningctpaniony NMT 1,0 % / ue 6insime 1,0 % <0,1 %
- impurity B / nomimxa B NMT 0,5 % / e Binewe 0,5 % <0,1%
- impuriy 6-keto (BE) /
6-KeTOeTHHINECTPATION NMT 0,5 % / e 6ineme 0,5 %. <0,1%
- unknown individual impurities / _
Oyfie-aka Heigenrndikopana NMT 2,5 % / ne 6ineme 2,5 % <0,1%

Residual solvents /
3anHmKoRi  KUIBKOCTL
PO3YHHHUKIR

Methatiol / Metanon
Dichlormethan / Nuxnopmeran

OpraHiuHux

NMT 3000 ppm / He 6inbme 3000 ppm
NMT 600 ppm / e Gineure 600 ppm

Passes test /
Bipnosinae
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Spain
Parameter tested Acceptance limits Results
IIapaMeTp, 10 KOHTPOJIETHCS Ionyerumi meski PesynbraTd
Microbial limits / - Total aerobic count (TAMCY: < 10° CFU/g | Passes test/
MixkpoGionoriyna TncTOTA - Total fungi count (TYMC): < 10 CFU/g ‘Bignosinae

- Escherichia coli:absent from L g

- 3aransHa KilbKicTh aepobHHX
mikpooprarizmis (TAMC): < 10° KYO/r

-3aransHa  KiNBKicTH — TUTiCEHeBMX «— Ta
ApixmxoBux rpubis (TYMC): < 102 KVO/r

- Escherichia coll: pincyTHi B 1 © npenapara

* Current Eur.Ph, edition / miro4e punanms €sp.Dapm.

13.

‘Certification statement /
3anasa npo ceprudirauiro

1 hereby certify that the above information is authentic
and accurate. This batch of product has been
manufactured, including packaging/labeling and
quality control at the above mentioned site(s) in fuall
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 recotds were
reviewed and found fo be in compliance with. GMP.
LiM IiTREpIKYIO, IO BHIIEBMKIaeHa indlopMaris
aprenTHvHa i ripHa. [lana cepis npenapaty BHpobyieHa
(plUmOYAr0YY YIAKOBKY / MapKyRaHHA Ta KOHTDOJb
AKocti) BHINEBKA38HMM BHpOOHMKOM Y moBHif
Bignopigwocti 3 BuMoramm GMP  JIOKaBHOTO
pEryisrOpHOTO OpraHy Ta JI0 3aTBePKSHMX
cnenuixanii ;o peecrpanifHOro MOCBiXYCHHA
Kpainu-iMnoprepa, JokyMmentauis 3 BUPOGHHWITBA
cepii, MaKyBaHHi Ta TECTryBaHHs mepepipena, Ta
BCTAHOBJEHA 1i BifnoBiAHicTs BUMOTaM GMP,

14,

Name and position/title’ of person authorizing
‘the batch release /

TpisBumie Ta 10caga/3BaHHEA ocolH, fKa BAAAJA
A03BiA Ha BHOycK cepil

Name ~ Position
José M® Marcos Rodriguez-Qualified Person

15,

Signature of person authorizing the batch release /
Ilignuc ocobu, siKA BuAAsa [03Bia Ha BAMyck cepil

Signature

16.

‘Date of signature/
Mara niamicanus

Date of signature

—— End of document / Kinens -@xyuemy ------

The batch was released on July 31st, 2020. New CoA is emitted as per customer requirement. This

document replaces the one CoA signed on July 31st, 2020.
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JIEPHUIIKCITY KBA
NIEPJKABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKIN OBJIACTI

npocnekt Banepis Jlobanosckkoro, 51, M. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
Mpo SIKicTH BBE3€HOro B YKpaiHy JlikapcbKoro 3acoody

25.11.2020 Ne 63466/20/10

MIJIAHJIA

(MaiiMenyBaHHs JTiKapChLKOT0 3ac00y 3TiHO 3 peecTpauiifHUM NOCBLIMCHHAM)
Ta0JeTKH, BKPHTI ILTIBKOBOIO 000.10HK010, 3 Mr/0,03 mr, o 21 Tabaerui y 6aicrepi; mo 1
gaicTepy y KApTOHHIi ynakoBui

((hopma BHIYCKY, 103yBAHHS. BHI NAKYBAHH: J1iKaPCHKOro 3ac00y)

Homep peectpaniiitoro nocsizuents UA/13152/01/01 etpox aii peectpauiiinoro nocsindenta 01.01.2099

Cepis nikapcbkoro 3acoby Ne LE21010B KinbkicTs BBE3eHOTO Jiikapchkoro 3acody 297
BupobHHK Jlabopatopioc Jleon @apma C.A., [cnanis
(HaiiMeHyBaHHs BUPOGHHKA J1IKapchKOro 3acoby, kpatHa MOXOKEHHS)
BBe3eHo B YKpaiHy CrisibHe YKPaiHChKO0-€CTOHCHKE MANPHEMCTBO Y pOpMi TOBAPHCTBA
3 oBMeskeHo10 BignoBigaabnicTio "Ontima-Papm, JITHA", inent. xox:
21642228

(naiimeHyBanna Ta ko 3a €JIPIIOY 1oprau4Hoi 0codu a0 npizeuiiLe, iM'A, 10 6aTbKOBI Qi3HIHOT
0CO0M - MIAMPHEMLLA, ii MiCLe IPOKHBAHHS Ta PEECTPALLfiHUi HoMep 001iKOBO1 KapTKH IUIaTHHKA
noaarkie abo cepis Ta HOMEP MacrnoprTa)

Tpotokos BisyansHoro kontpomo sia 20.11.2020 Ne 4044/5.

3a pesyabTaTaMi AEPKABHOTO KOHTPOJIO BCTAHOBJEHO, LU0 nikapcekuit 3aci® BBeseHo B YKpalHy 3

AOTPHMAHHSAM BHMOT 3aKOHO/IABCTBA L110JI0 3a6e3neueHHs AKOCTI JiKapchKHX 3ac00iB.

VA Osexeiii COJIONIPAM

(mianmumc) (iHilliany Ta Npi3BHLLE)
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