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Laboratorios Leon Farma S.A.
C/La Vallina s/n, Poligono
Industrial Navatejera,
Villaguilambre, 24193 Leon,
Spain

e

Page/cTp. |1

Certificate of analysis / Ceprudikar anajrizy

Name of product / Hasga nponyxrty

MILANDA / MIJIAHJIA

Results of analysis / Pesynerarn ananisy

1 2. | Country of the manufacturer / Kpaina supo6Huk Spain / Icnauis
3 _Reglstratmn_certilﬁcate.number in Ukraine / N UA/13152/01/01
Howmep peectpauiitaoro ceptudixary p Ypaini - |
4. | Strength/ Cura nit drosplf'enone 3_ mg,eth'lr}ylestradx_ol 0,03 mg
| APOCTIPEHOH 3 MT, eTHHINeCTpanion 0,03 mr
5. | Pharmaceutical form / Jlikapcbka dopma .ﬁlm—coated tabEeF 5 3. mg/0,03 mg . _'
TabJIeTKH, BKPHTI TUHBKOBOIO 06010HKOI0, 3 M/0,03. MI |
, 21 tablets.in blister; 1 blister in a carton box
Size and type of the package / o , . . . .
0. " o 21 rabnetka y Omicrepi; | Gmicrep y KapTOHHil
Po3Mip Ta TUIT YOAKOBKH )
| yrakoBi
7 Batch number / Homep cepif L¥31307B
~ { Batch size / Poamip cepii 10,642 packs/yn.
8. | Date of manufacture / Jata upo6uuirsa 06/2023
9. | Expiry date / [Tata 3akityenus repminy npugaTHocT! | 05/2026
10. | Name, address and manufacturing license numbers | Laboratorios Leon Farma S.A.
for all sites responsible for manufacturing process-and | C/La  Vallina s/n, Poligono I[ndustrial
quality controi / Navatejera, Villaguilambre, 24008-Leon, Spain
Haspa, agpeca Ta HOMEpH JIUEH3IiH Ha BHpOOHUUTBO | Manufacturing Autorisation Ne 4208E
AL BCiX  BHpoOHHKIB,  BianosimanbHHMX  3a |
BHPOOHUUMIH NpoLiec Ta KOHTPOJIEL AKOCT] Jlaboparopioc Jleon Mdapma C.A.
C/J1a Bannina c/u, Tlosirono luaactpian
Hasatemxkepa, Binnaksinambpe, 24 0o8-Jleon, [¢nanis
o ) o Homep supobHiuoT niLensii Ne 4208E
L1, { Certificates of GMP compliance numbers for all sites
responsible for manufacturing process and quality
control / | . o
| Homeptr ceprudsixary HBII AN BCIX BHPOOHUKIB, GMP Ne-4208/21
| BiMOBIAANBHIIX 33 BUPOGHIYHI IPOLEC T2 KOHTPOJIb
| sKocri
2. See table below / qug. Tabnuuo Hmkue

& CHEMO

Laboratorios Leon Farma, S.A.
Polig. Ind. Navalejera

C/ La Vallina, sin

24193 Villaquilambre - Ledn




N e Laboratorios Leon Farma S.A. Page/ctp. |2
{4 ) ) o .
(< QJHEmO C/La Vallina s/n, Poligono

Industrial Navatejera,

Villaguilambre, 24193 Leon,

Spain

Results of analysis / PesynbraTs anamisy

Parameter tested Acceptance limits Results
Hapamerp, 110 KCHTPOJIOCTHCS! Jlonverumi Mesxi PesvasTari

Appearance /
Onkc

Plain, round, yellow film-coated tablets /
Tabaerkn  kpyrnoil  Qopmu, 3 mroOckoio
TI0BEPXHEI0; BKPHTI ILIBKOBOIO 0DOROHKOIO
IOBTOTO KOIhOPY

Passes test /
Bianosipae.

| Identification drospirenone (HPLC) /
Inenrudyixauisn apocaipenony (BEPX)

main

YTPHMYBaHH/
XPOMaToTpaMi pO3UHHY MOPIBHIHH.

On the chromatogram of tested solution
obtained in the chapter «Assay. Drospirenone»,
retention time of the niain peak of drospirenone
should correspond to the retention time of the
peak of drospirencne on the
chromatogram of the reference solution /

Ha xpomartorpami BUnpoGoByBaHOTO PO3UMHY,
OUCPIKAHOTO y po3nii «Kinnkiche
BU3HAYCHHA [pOCTiipeHOHY, Yac yTpHMyBaHHS
nixa [pocniperona mae cniBmagati 3 yacom
mika  Jpocmipenosa  Ha

Passes test /
Bianozigae

Identification ethinylestradiol (HPLC) /
InenTudikanis etuninecrpaniony
(BEPX)

‘obtained

‘peak of ethinylestradiol should correspond to
the retention time of the main peak of

the reference solution /

Ha xpomarorpami sunpoGosysatoro posuiiy,
OASPKAHOIO ¥

Eruninectpaniony na xpomatorpami. posummy

On the chromatogram of tested solution
in  the chapter  «Assay.
Ethinylestradiol», retention time of the main

ethinylestradiol on thé chromatogram of

posaini  «KimnxicHe
BH3HAYEHHS, Ernuinecrpagiony, qac
YTpuMyBaHHI rika Erusinecrpamiony mae
CIBMIAAATH 3 HacoM yTpuMYBaHHA Tiika

NOPIBHAHES.

Passes tegt /
Bianosinae

[newradikauis apocniperiony (V)

- XpOMaTOrpamMi po3uuHy NOPIiBHSIHEA,

On the chromatogram of tested solution
obtained in the chapter « Assay. Drospirenoney,
UV absorption spectiuun of drospirenone, must
correspond  to UV peak spectrum of
drospirenone- on the chromatogram of ‘the
reference solution /

Ha xpomarorpami sunpoGosysauoro. posuiiny,
OJICPHIKAHOTD. Y po3fini «KinpkicHe
BH3HAueRHs, [pocnipeHony, Y®-cnextp mika |
Hpocnipedona wMaec  cnipnagata 3 YO-
CHEKTPOM nika I pocniperona. Ha

Passes test /
Bigoorsinae

Idenfification ethinylestradiol (UV)/
Inentrbiz tig etuninectpagiony (YO)

cthinylestradiol, must correspond 4

On the chromatogram of tested solution.
obtained in the  chapter g
Ethinylestradiol», UV absorption spgg

-

spectrum of ethinylestrifot

the chromatogram -of the referenc 1178

‘Ha xpomarorpani BPI'np()ﬁDH.yl‘]a + N B
OAEDMAHOTO ¥y posauni - Ma 31000,

GUB‘;E _0’1
q'ﬂhﬂiﬁ i
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JCHEMO

L.aboratorios Leon Farma S.A.
C/La Vallina s/n, Poligono

Industrial Navatejera,
Villaguilambre, 24193 Leon,

Page/crp. |3

Kinnkicre su3naveHHsA
eTHHINECTpaniony

chapter «Compositiony /

He wmetiwe 95% 1 dHe Ginpme 105 % mig
3A3HAUEHOTO ¥ po3sii «Cxna

Spain
Parameter tested Acceptance limits Resulfs
IlapameTp, W10 KOHTPOXIOETLEST Honyerumi meai PesynnLTaTi
BH3HaYeHHs. Eruninectpaniony, Y@O-cnekrp
nika Eruninectpaniony mace cnipnagary 3 Vb-
crekTpoM  mika  Etuninecrpamiony  Ha
XpOMaTOrpami po3uHHY NOPIBHIHHS,
Drospirenone assay / NLT 95% and NMT 105 % indicated in | 100 %
1 KurexicHe Busnauenns apocrnipenony | chapter «Compositiony / |
He menwe 95% 1 ue Ginvwe 105% mig.
3A3HAYCHOTO Y posfint «Cxnagy 1 o
Ethinylestradiol assay / NLT 95% and NMT 105 % indicated in | 99 %

Average weight /
Cepeanst Maca TabneTkH

103,00 mg/mr + 7,5 %

103.4 mg/mr

Uniformity  of  Dosage

Drospirenone content uniformity /
ORuopignicTs
ApocnipeHony

HOJOBAHHY  OIOWHUIE

Uniformity of  Dosage

Units | AV <15,0 Passes test /
Bixmnosinae
Units | AV <15,0 Passes test /

- total inpurities / cyma foMILLoOK

Ethmylestradiol related substances /
CynpoBinti noMinIku
ETudinecrpaniony
- impurity B/ gomiika B
- Impurity 6-keto (EE) /
6-KeTOeTHHINECTPaioN
- unknown individual impurities /
Oyilb-s1Ka HeigenTHdikosana
AominiKa

- total impurities / cyma noMiwox.

NMT 1,0 % / ne 6inpue 1,0 %
NMT 0,5.% / ne 6inumie 0,5 %

NMT 0,5 % / ne 6inbLue. 0,5 %

NMT 2,5 % / qe 6inbiue 2,5 %

1 Residual solvents /
3aMuiiKoBi  KiILKOCTI
PO3%HHHHKIB

Methanol / Mertauon
Dichlormethan / Jduxnopmeran:

OPraRiuMHHX

NMT 3000 ppm / 1e 6inbuie 3008
NMT 600 ppm / ve Ginsuie 600

Ethinylestradiol content uniformity / Binnoginae

OMHOPIZHICTG  IO30BAHUX.  OAHHHLb |

CTHHINIECTPaioNy e

Drospirenone dissolution / NLT 75 % (Q) in 30 min / 101 %

Poaunnenns JpocnipeHona He menue 75 % (Q) 3a 30 xs.

Ethinylestradiol dissolution / NLT 75 % (Q) in 30 min / 102 %

Poszunnenus Etudinectpagiony He mewme 75 % (Q) 3a 30 xs.

Drospitrenone related substances /

Cynposiani nominiku Jipocripenony

- unknown individual impurities / NMT 0,3 % / ue binvuie 0,3 % <0,1 %
Oyab-ska neinentpixosana |

JOMitKa NMT 0,5 % / ue 6inbuie 0,5 % <0,1 %
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JCHEMO

Laboratorios Leon Farma S.A.
C/l.a Vallina s/n, Poligono
Industrial Navatejera,
Villaguilambre, 24193 Leon,
Spain

Page/crp. |4

Parameter tested

Acceptance Hmits

ITapaMeTp, W0 KOHTPOJIOECTLES

Honveriumi mexi

Results
PesvasTarn

Microbial limits /
MikpoGionoriuna unerora

- Total aerobic count (TAMC): < 10° CFU/g
- Total fungi count (TYMC): < 10? CFU/g
- Escherichia coli: abseént from 1 g

- JaranbHa KINEKICTh ~ depobHux
Mikpoopranizmin (TAMC): < 10° KYQ/r
- JaranbHa  KiNBKICTh  MAAICEHEBUX  Ta

apbrxoBux rpubis (TYMC): < 102 KVO/r
- Lscherichia coli: BincyTHi B | r-npenapara

Passes test /
- Bignosinae

* Current Bur.Ph. edition / nitoue Bunauus €op.Papu.

13.

Certification statement /
{ 3aama npo ceprudirauiio

14.

[ 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 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.

e igrBepRKyI0, L0 BHUIEBHKIAAEHA iR(pOpMAallin

apreHTHYHa 1 BIpHa. Hada cepis npenapaty supoSiena

(BKNIOYAIOMH YNAKOBKY / MapKyBaHHsi Ta KOHTPOJSb

JIKOCTI) BHIUEBKA3aHMUM BHMPOBHHMKOM Y  NOBHIll
Binnopigpnocti. 3 Bumorams  GMP  jiokansHOro
PEryMATOPHOTO  OpraHy Ta 4O  3aTBEPKEHHX
creunpikadiiit  no  peecrpauifinoro  rmoceimueHHs
Kpainn-iMrioprepa. Jlokymenrauis 3 supoOHHUTRA
Cepil, NaKyBaHHA Ta TECTYBaHHA nepesipeHa, Ta

- BeTaHoBNeHa 11 BinnoBigHIicTL BuMoram GMP.

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

IpisBume Ta nocaga/asanust ocobH, sSIKa BHAAAA
AO3BI HA BHNYCK cepil

Name — Position
Silvia Posado Pérez-Qualified Person

I5.

Signature of person authorizing the batch release /
Ilinome ocodn, sica BHAANA N03BIN N BHAYCK cepif

10,

Signature

22 |5 [ 221

Date of signature /
Jara mignicareuss

Date of signature m}} CH Emo

e/ horatosips Leon Farma, 3 A7
. Polig. Ins. Navateisra
~weem Bind of document / Kincnp ﬂﬂ!{yh@ ______ olig famn\; ¢ ;;




