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AEPHABHA CIIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHTBCHKIH OBJIACTI

npocrekt Banepis Jlobanoscrkoro, 51, a1, Kiie, 03110, Ten/paxe: (044) 363-06-30
E-mail: dls.kof@dls.cov.ua,hitps:/Awww.dls.eov.ua. Kog €JIPTTOV 37078774

BHCHOBOK |
PO SIKICTL BBE3€HOr0 B YRpainy AIKAPCHLKOTO 32600V

11.07.2022 Ne 26210/22/10
________ | __MEHOOYP
{haiimenyBinng gikapeskorn sacofy 3Hako 3 pecerpanifizus nocsinvens M}
HOPOMWOR aiopiiizoBaluit 0 npuroTyBaHun pozuuny aas in'exuiii mo 75 MO OCT ta 75
MO JIF o 10 daaronis 3 nopoinxon i no 10 AMIYA i3 po3unnuuros (0,9 % pozunn
HATPIK XJIOPHAY, KHCI0TA XAOPHCTOBOAHEBA po3Beaena, poaa gas in'ckuiii) mo 1 s s
Kaproauiit ynakosui
(hopya RumyCKy, AOIVRINHE, BIT TAKYBUHES AKAPCHKOTO Facaby)

Homep peectpauisivoro nocsigvenns UA/6705/01/01 crpox aii pecctpaniiinoro hoceianenns 01.01.2099

Cepis hikapenkoro sacoty e T16779C. KinbkicTe secacHoro nikapeskoro sacogy. 700

Bupotruk Qeppinr [y6X, Hiveuunna
{uaiivenysaiBg BHpoiinaKa Aikaperkoro sacoby, xpaipa MOXCIGECHIN )

Baeseno & Yipainy Cniasie yrpalnehRo-ecToUCLKe NIANPIEMETBO y hopari
TOBAPICTEA 3 00MEReH010 BIATOBiAAALHICTIO " Olrriva-Dapy,
ST A", inenr. woa: 21642228 |
(Raitmesysanun Ta won 30 CAPTIOV ropuauunoi ocodin abo HPI3BHILL, MY, 110 GATLKOR
hisnuzei ocabin - nianpuasus, I micne npowssanng pecerpaniiinii nosep ofnikos o
KHPTRI! TETUHKD BOAATEIR 300 cepia i womep nacnopra)

MpoToKei BEYANBHORG rourpono gia 11.07.2022 Ne 164771,

32 pesyastarasi ACPIKABHOTO  KOHTPOMG - BCTAHOBACHO, WO -NIKAPCLKIN 3aciB  BBelens & YEpaThy 3

OOTPHMAHHESM BHMOT 33K0HONABCTRA HOKO Iabe3neteriiin AKOCTI Aikapebkix 3acobie.

3acTy MHEK H'f""_'_;mfaz;;]‘& |
Hepannol gh s g acotin
- el N S e - .
' Td KOHTPORIC .8;{3 ' neamibsy yinesxiit
- e :ﬂ\-

obnacti jf &P 1 _

3y6apesa H. B,

6a10) (iininaitta npisuitine)
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HaliMeryBaHHA J1KapChKOI'0 3aC00y Homep cepil TOTOBOTO MPOAYKTY .TOP!
MEHOIIYP 1 T16779C | 1/2
leai'Ha-iMnopTep Ko mpoaykry

YKPAIHA __ 15001800462

Homep pee:CTpamHHoro HOCBlz[T—IeHHﬂ B YKpaiHi |
UA/6705/01/01
JIikapcrka popma

MOPOIIOK AJIsI PO3YHHY ISl IH’ €EKIIA Yy KOMIUIEKTi 3 PO3YHHHHKOM

Cua nii/J{o3yBanus .P03M1p MaKyBaHHs (THII IEepPBHHHOTO [IaKyBaHHA/BMICT)
MEHOTPOIIIH 75 MO {10 gyiakoniB (mopomok) + 10 amnysa (po34YHHHUK)

BignoBiganbHui 3a cepTudikauio ta  |[HomMep aieH311 Ha BUPOOHHUIITBO. JlaTa 3aK1HUCHH S
BUIIYCK CEPII: DE SH 01 MIA 2021 0020 TEPMIHY IIPUIATHOCTI
®eppinr 'm6X Ceprudikar BignoBiguocti Bumoram  JKoBTeHb /2023
Bitnana 11, 24109 Kinb, Himeuuuna [HBII (GMP)/ PedpepenTauii Homep |
EudraGMP: 143346

Ceprugikar BIZHOBIAHOCTI FOTOBOI'0 JIKAPCBKOIO 3aC00y -
CtopiHKa

KOMHOHeHT(H)

HpOI[yKT r. HomMmep cepii 11 Oank
MEHOIIYP, nopowok ajist po34MHy JJis iH’cKuii T16779 -

BupoOHUK: HOMep ninensii Ha JlaTa BUpOOHUIITBA:
Deppiar I'moX BUPOOHHUIITBO: Tpasenn /2021
Bitinanna 11, 24109 Kinb, HimeuuanHa DE SH 01 _MIA 2021 0020
CepTudikaT BIAIOBIIHOCTI
Bumoram HBII (GMP)/
PedepenTHUI HOMED

:' FudraGMP: 143346 |

A

.'J

KOMeHTap

Howmep cepii Ha etuxerui: T16779C - _ -
[Iponykr: Homep cepii 18 Oajik
Po3uun Hanuo XJ10puay (1 M.JI) S01034

BHpO6HHK Howmep minensii Ha JlaTa BUpOOHUIITBA:

®eppinr I'm0X BUPOOHUIITBO: l.HIfICTOlIaL[ /2020

Bitnang 11, 24109 Kins, Himeyunua DE SH 01 MIA 2021 0020

CeptudikaT BiIIMOBIIHOCTI

sumoram HBII

(GMP)/PedhepeHTHUN HOMED
EudraGMP: 143346

KomMmenTap

Howmep cepii Ha eTukeTni: S01034E
BinnmoBinanbHUH 3a MaKyBaHHSA:
®eppinr-Jleunsa a.c., Ke Cxaune 455, 252 42 Becten y IIparu (apeas cioa. EY
Pecny6utika
Howmep minenisi Ha BupoOHumTBo: sukls168113/2021 99623
KoMmeHnTap: ynakosasno 2999 onuauib

JLO3BLJI HA peamsam}o
[TuM 5 3acBimdylo, Mo HaBeaeHa BUIle iHGOpPMALis € JOCTOBIPHOIO Ta TOYHOIO. [ToY
Oyyio BuUpoOJieHO (BKIIOYAIOYM ITaKyBaHHSA/MapKyBaHH:I) Ta IMPOBEICHO KOHTPOJb 11 AKOCTI Ha
BUINE3a3HaYeHil MnbHULI(AX) Y NOBHiM BiAIOBiAHOCTI 3 BUMoramu GMP, BcTaHOBIEHUMHU MICHEBUM
pEryJIATOPHAM OPraHOM, & TAKOX BIATIOBIIHO IO CIEIU(IKAIIH, IO MICTATBCS Y PEECTPALIITHOMY JOChE
KpalHu-IMIIopTepa.

ITpoTOKOMM BUPOOHMIITBA, AKyBAHHS Ta aHATi3iB OYyJI0 MEePersHyTO Ta BCTAHOBIECHO BiANMOBiAHICTH
GMP.

Tara npyKy 25/02/2022 14:53:02




CepTu(diKOBaHO: ID Ceptudikarty: JlaTta cepTudIKaIi: Craryc cepTudikalil:
Jlaypa Bienanna 200349 25 mroToro 2022 o3BoJeno ajsa €C
YnoBHOBaxeHa 0co0a

Deppiar 'M6X Kuib

Bitnang 11, 24109 Kiib,

HiMeuunna

EfeKTpOHHMN IAOMC € IOPUAUMIHEM OOOB’SI3KOBMM €KBIBaIE€HTOM BIACHOPYYHOTO IIANKCY Ta
BUKOHAHMI YIIOBHOBAKEHOIO 0C000I0 a00 0CO00K0, YMOBHOBAKEHO HA HigmucanHs. CIpaBKHICTD
rapaatyerbes ID CepTudikary.

Ilata gpyky 25/02/2022 14:53:02




CepTudikar anaasy

[Tponyxr: -

MEHOITYP, nopowox pyist po34uHy AJIst 1H’ EKLIH T16779

No cepil 1H Oajk

BupoOHUK:
[@eppinr I'm0X
B'iTHaHI[ 11 24109 K‘inb HiM“eqana

_CTD-_—HOI\/_Iep. Qe3.2.P.5.1 Spec1ﬁcat10_n(s)-448, Ver. 10

- 'CTopin{a
‘1/2

Jlata BUpOOHUIITBA

24 qucromana 2021

[ToBinomiieHHs1 PO cTATyC: 3aTBEpIKEeHA

Iloka3zHUuKH IKOCTI MeTon

Bumoru cneum])mauu

_. PesyabTar

KinpkicHe Bu3HaueHHd  |bp® moTo4HE
ocl” 0 BHUJIAHHA

75 MO /(bJIaKOH (B1x 60, 0 10 93,8 MO /
baakoH)

_— bp® norouHe
HrokHsg Mexka 10BIpYOro  [BUIAHHA
1HTepB any

» e e _. PP |-

JIOBIpUU 1 1HTepBaJ1 (p 0 95) Bl 64% 110
156% 3asBIEHOTO BMICTY

OCT — Bp Eem—
BerHH MCKa ﬂ.OBipIIOFO BUAAaHHA
lHTepBaﬂy

81;9“MO/ KOHTEHHep

96 %

1

Mosipamii inrepsa (p = 0,95) Biz 64% 1o
156% 3as4BIIEHOrO BMICTY

KinbKicHe BU3HAYEHHS bp® motouHe
JII BHUIAaHHS

5ol et e S

124 %

75 MO /dnakon (sig 60,0 mo 93,8 MO /
.chIaKOH)

JIT Huokest Meska bp® moToyHe
JIOBIPYOTO 1HTEPBAILY BU JAHHI

I[OBlptII/II/I taTepBai (p = 0,95) Bi 64% 10
156% 3asBI€HOr0 BMICTY

JII' BepxHa mexa bp® moroyHe
NIOBIPYOTO 1HTEPBAILY B JaHHS

92 %

. . |

81,1 MO/koneitriep

_ .iﬂoBiquﬁ iHTeng_Ji (p=0,95) B 64% 10

156% 3aaBIIEHOTO BMICTY

127 %

I):[eH'fH(l)iKauiﬁ OCI B'pCI) [OTOYHE
BUIAHHS

[TosuTBHA peakiyus OpU BBEAEHHI, SK
3a3Ha9CHO JUIA KIJIbKICHOTO BU3HAYCHHS

.I,Z[CHTI/I(I)iKaHiEIHr bp® MOTOYHE
| BU TAHHS

iaenisenlellelel

B1IIIOB1IAE

[Mo3uTHBHA peaKmﬂ pu BBEICHHI, 5K

3OBHIIIHINA BULTIS T - LQAVOO4
|((MaxpOCKOIIYHO)

3d3HAYCHO I[JIFI KiJIbKICHOTO BU3HAYEHHS

B1JIIIOB1NAE

]

Binuii a60 maiike Gimmit JI10(1)1J113aT y
BUTIJISA 1 KOpAKa

': T F— _QAVO31 |

g

[BIIIIOBIAE

Bix 6utoro po mMaike o6itoro

il

OLIUH

3arax CD moToyHE
BU IAHHS

iBes’, 3aIaxy

0e3 3amaxy

Yac PO3YHHEHHS

. .

<] xB

BixHoBIIEHMIA pO3T-II/IH C® 1oTOUHE
Hp030plch PO3YUHY BUNAHHA

7 CEKYH/I

BIII;HOBJICHI/II/I PO3YHH €® noTouHe
3a0apBICHH PO3UMHY  |BUJAHHA

[IPO30pUU

Ge36apBH

BiTHOBNEHMIT PO3IHH €D noTouHe
pH po3zuuny BUJaHHS

Ge3GapBHu

bH Bix 5,0

—

.I,[I;GHTI/I(I)TKaL[iSI naktosd €D MOTOUHE
l(TILIX) BU JAHHS

6,8

B1IIIOBIIAE

MexaHiuni BKTIOYeHH  |CD/DCILIA
OTOTHC BUAAHHA

. il i I _ aFiniieiniiniebnininieinibiia -

He 6urbire 6000 gacTox Ha KOHTEHHED =
10 MKM B aiamMeTpi

MexaH1dH1 BKJIIOYESHHS CO/OCIIIA

6 4aCTOK/KOHTECHHED

inieniinienil e A

He ouipme 600 gacTOK HA KOHTEUHED =
NOTOYHE BUAAHHSI [25 MKM B AlaMeTpl

lO 4aCTOK/KOHTEHHED

Tlata apyky 25/02/2022 14:53:02
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IQATV634 Jac yTpUMYBaHHA OCHOBHOTO TTiKa BIAIIOBLIAE
‘ |,Z|;Op1BHIO€ qacy yTpHUMyBaHHI
pe(bepeHTHOFO CTaHAAPTY + 10%

Imentudikamis SEC

I,ueHTHQJucaulﬁ TAKTO3H (3 IPOS‘II/IHHIOTB 10 mr VTBop}oeTLCH oca qepBOHoro KOJIBOpy B1JIIOBLAAE
PO3YMHOM TapTpaTy Mial) B 1 M BOOH, r
nojaroTh 0,3 M  _
| posuuny P Tap- |

Tparty M1/]1 1 |
HarpilBarOTh

| _ .

OI[HO]Z)i,[[HiCTI;HI-;/IaCI/I CO moToyne ;Cepe,uHﬂ Maca: 20 [ + 2 8 mr - 19,4 Mr/(i)ﬂaKOH
B TAHHS (Mr/(IaKkoH)

OIHOPIAHICTh MACH €D 1oToYHE BigHoCHE CTaHAApPTHE BIAXUICHHSA HE 1%
BUJAHH I6iJIBH_I6 10%

IOI[HOpiI[HiCTB MacH C D nmoroyHe He Oinpine 2 1HAUBIAYadbHUX Mac B1IITOB1IA€
BUJAHH BiIXWISETBCS BIA CEPEIHBOI MACH
' oinpire K Ha 10%, )KOonHA HE

BinxuiiseThes Oinpiie gixk Ha 20%

Cymyrei fomimkzr  [QAV634 “ITikw, Mo BIATOBIAAIOTS MONEKYISpHEM | 0,6 %
mpoayxTy (SEC) wacan, GUILIIAM 33 MOTEKYILAPHY MACY
' | [P€4OBHH TOJIOBHOTO IIIKA. |

CyMyTHi JOMIlIKH QAV634  |Hixwu, mo BiAmOBiAaI0TE MONeKyApHEM  |< 0,3 %
npoaykTy (SEC) @/IacaM, MEHIIM 32 MOJIEKYIAPHY Macy

| :
DCUOBHH I'OJJIOBHOTI'O IIIKA.

Cynyrmi gomimku  |QAV634 Cyma ne 6inbie 5 % sarampHoi wiomi |1 %
npoxaykry (SEC) MiKiB

BumicT BO)J;I/I (3a KapJIOM OCHIA/ED <1 Mr Boau /(PpaakoH 0 mr/dpnakoH
Dimepom) [TIOTOYHE BUAAHHSI

CT@pHHleCTB cO/OCIHIA CTEPUIbHUH CTEPUIIbHUIM
~ MOTOYHE BUJAHHS

il

bakrepianbHl €D noToyHe He 6inpure 30,0 MO/drakon B1AIIOB11a€
CHJOTOKCUHU BUIAHHSA

[TuM 5 3acBimuyto, 0 HABEeAEHA BMIIE iH(GOpMAIlis € JOCTOBIPHOIO Ta TOYHOIO. {10 cepiro mpoayKiil 0yJI0
BUPOOJIEHO (BKIIIOYAIOYM TTaKyBaHH]/MapKyBaHHsI) Ta MPOBEIEHO KOHTPOID ii SKOCTI Ha BHINE3a3HAYCHIM
MNpHUII(IX) y 0OBHIM BigmosigHocti 3 BuMoramu GMP, BCTaHOBIEHHMMM MICIEBHM PETYIATOPHUM
OpraHoM, a TAKOXK BiANIOBIAHO 1O cruerudikartiif, mo MicTAThCA y peecTpalifHOMy JOChE KpalHU-IMIIOpTEpa.
[IpoTOKOIN BUPOOHUITBA, IIAKYBAHH Ta aHANi3iB OyJI0 MeperyIsIHyTO Ta BCTAHOBJIEHO BIIIOBIIHICTE GMP.

CeprudikoBaHo: ID CepTudikary: JlaTa ceprudikalrii: Cratyc cepTudikaii:
Xaiio Bostept 28255 18 ciuns 2022 3aTBEpIKEHO

EHeKTpOHHHH )103131J1 € fopI/mI/IqHHM 06013 SI3KOBUM eKBlBaneHTOM BHaCHopquoro HlJJ;HIfI()y Ta BUKOHAHUN

 Jlata apyxy 25/02/2022 14:53:02




Ceprugikar anamsy

TpofyKT: = cepi‘fiHléamr{ CTOpiHRa
Po3uun HAaTpI1ro xjgopuay (1 M) : S01034 e

i e i, ’ inleM el - el

BupoOHuK: Jlata BUpOOHUIITBA
Deppinr I'moX 18 simcTonama 2020
Bitnana 11, 24109 Kins, Himeuyynna

Homep ninensii Ha BupooHunTso: DE_SH_01_MIA_2021_0020

Crenudixaris: Q-3.2.P.5.1 Specification(s)-532 Version 8 (CTD-00019-32P51 version 8)
[Tosimomienns mpo craTyc: 3aTBep/ukeHa

IHoKa3HUKH AKOCTI MeTton Bumoru cnenugikamii | Pesyabrar

CTebHﬂbHiCTb ED/DOCILIA CTepHﬂtﬁHﬁ BixOBizae

Bakrepiambni (€ D/OCIIA  [<0,5 MO/m <0,06 MO/m
CHNOTOKCHHWM | |
Onuc cCO/OCIIHA

Bes6 apBHi' aMITy JIA [ Mo BimoBimac

.Hpogopicr[?br — o eCT ﬁpogopﬁﬁ __ BiHHOBmée o

3a6abBHéHH>{ _ ED/oCHIA '6e:_>,_6apBHHﬁ}
pH 3Ha4YeHHS PO3UYUHY

N DO . _ ___ [BlAnOBITac
CO/OCIIA  pH 5,0 - 7,0 59

L — M F. o

I,[[e-HTI/I(biKaI_[i}I ﬁéTpi}O ED/DCIIA  [Binmosimae _ - - - B1IIOBIIA€E

[menTudikamisa XJIopumIIB cd/DCIIA B1JIIIOB1IAa€ 1 B1JIIIOB1Ia€
KinpkicHe BuzHauenus [[CO/OCIIA  Bix 8,55 mo 9,45 mr / M
NaCl

06,€M, [0 BHT}Il:‘éeTBCH e(D/(DCH_[A Il,OOMH -_ 1,1 SqMH - BiﬂHOBiHae

8,97 Mr/Mmi |

Mexaniuni Bmouenns [€P/OCIIA | He 6imbimre 6000 4acTok Ha KOHTEHHEp > 24 qacTKuU/KOHTElHED
' 10 MKM B iameTpi

MexaniuHi BkaoyeHHsa |[€D/DCIIA He O1npmue 600 9acTOK Ha KOHTECHHED > 0 4aCTOK/KOHTEHHED
25 MKM B JI1aMETP1

Komenmap:

[Tam s 3acBIIUYIO, 10 HABEAEHA BUIlE 1HGOPMAILIS € T0CTOBIPHOIO Ta TOUHOMO. [1f0o cepiro mpoaykili 0yi1o BUpoOIeHO
(BKJIFOUYArOYM ITaKyBaHHS Ta MapKyBaHH:) Ta MPOBEICHO KOHTPOJIb i1 SKOCTI Ha BUILe3a3HAUCHIN JUILHMITI(SIX) Y TIOBHIM
BIINOBIAHOCTI 3 BuMoramu GMP, BCTaHOBJICHMMHM MICIIEBUM PETYISATOPHUM OpPraHoM, a TaKoXK BIJMNOBITHO IO
creumQIKali, o MICTUTBCS Y PEECTPALIITHOMY JOCKE KpaiHU-IMIIOpTEPa.

[Tporokosy BUPOOHHIITBA, TAKYBAHHS Ta aHATI3IB OYJIO MEPETJIHYTO Ta BCTAHOBJIEHO BiANOBiaHICTE GMP.

CXBaJieHO: ID cxBanenus: JlaTa cxBaJICHHA. CTaryc CXBaJICHHA:
Xboxune Kopuenis 20608 03 nroToro 2021 3aTBEePaKEHO

EJIEeKTpOHHUNA HO3BUI € IOPUAUYH
YIIOBHOBAXXEHOIO 0Cc00010 ado
cepTudIKaTy.

{ €KBIBAJIEHTOM BJIACHOPYYHOI'O INAINCY Ta BUKOHAHUN
QHOXO Ha mianucandsa. CIpaBXHICTh rapaHTyeThes 1D

Tata apyky 25/02/2022 14:53:02
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| Product; Batch. No.
| MENOPUR T16779C

{ Importing country  Aticle No.

------------------------- SR M g w w w o momom o mmomm sk oep o mn e n o M m mom oo g momom o m e - -l mm Talm m s ma s e deomowomdeomog o Eom o R om T moE omale S Pl

Marketing Authorisation Numbaer
| unssrosioto

Pharmaceutical dosage form

--------------------------------------------------------------------------------------

| otrength Pack size (prim pack type / content )
| MENOTROPHIN7SW | 10vials (powder) + 10 ampoules (solvent)

Batch certification and release: Manutacturing Authorisation number Expiry date

Wittland 11, 24108 Kiel, Germany Certificate of GMP Compliance!
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o, in bulk
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Product: Hatch., N
MENOPUR powder for solution for injection T16779

Manufacturer | Manufacturing Authorisation number
—— Y ' DEmﬁﬁm &3Mm:gﬁaﬁzﬁ2'?%@@2%

rerring GmbH | Certificate of GMP Compliance/

| Wittland 11, 24108 Kiel, Germany - EudraGMP Reference Number:143348

------------------------------------------------------------------------------------

Manufacturing Date |

November/ 2021

.........................................................................................................................................

...........................................
--------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

-----------------------------------------------------------------------------

Froduct: Batch. No. in bulk
| Sodium Chloride Solution (1 mi) $01034

.............................................................................................................................................................................................................................................................................................................

| Manufacturer Manufacturing Authorisation number
! { DE_BH_U1_MiA_2021_0020

Manuracturing Date

Ferring GmbH Certificate of GMP Compliance/

= caie Movember /[ 2020
| Wittland 11, 24109 Kiel, Germany | EudraGMP Reference Number: 143346

(] - . -
----------------------------

¢ Comment
i Batch N°on the label S01034E
Packager: %

Ferring-Leciva, a.s., Ke Skale 455, 252 42 Vestec u Prahy (areal spol. ECP, a.s.}, Czech Republic
Manufacturing Authorisation number: sukis168113/2021 99623

e e e e e N R S e S
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| hereby certify that the above information is authentic and accurate. This batch of product has been manutactured.
I including packaging / 1abelling and quality control at the above mentioned site(s) in full compliance with the GMP

I requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the

1 importing country.

| The batch processing. packaging and analysis records were reviewed and found to be in compliance with GMP.

Certified by: Certification 1D Certified on: Certification status
Laura Wienand 200349 95 Feb-2022 Certified for EU
Qualified Person

| Ferring GmbH

t wittland 11, 24109 Kiel, Germany

Person or person authorised for signature. Authenticity is guaranteed by the Certification ID. f
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Frocuct:
MENOPUR powder for sol. for ini.

..............................................................................................................................................................................................................

Manufacturer
Ferring GmbH
Wittland 11, 24109 Kiel, Germany
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Assay oH Current BF 75 LU,/ vial (60.0 to 93.8 L.U. / vial) 31.9 W/container

fFSH Current BP Confidence interval {p = 0.95) a8 9%,
- Lower limit of confidence 64% to 156% of the stated potency

FSH | Current BP Confidence interval (p = 0.95) 124 %

Assay Current BP 75 LU. / vial (60 {0 93.8 L.U. / vial) 81.1 tU/lcontainer
- LH

LH fower limit of confidence Current BP Confidence interval {p = 0.95) 92 %

LH upper limit of confidence Current BP Confidence interval (p = 0.95) 127 %
64 to 156 % of the stated potency

[dentity FSH Current BP Bositive reaction when administered as conforms
directed in ihe assay

lgentity LH Current BF Positive reaction when administerad as conforms i
directed in the assay

e e e et e e e e e e O e e L el e e e Gt Rl I e e e

Appearance QAVOD4 White o off-while lyophilization cake conforms

L) . .
o ompm h lm o e mon #on - . - - Gl [ e e e o b ™ ™ " e O I I AT L AL R 2 e D L el e e T T B R L B o e e i e e et it e e e e "y e ™ ™ S e i e e e O N e L I i e e e ik e e S e e
RO L) L] MTATE N A W E R L) L) CURC L U ) - L) LL] N oy Bl e Ty el e el e Tt e el i el el - - B el e N S R O e ) LR RN ) » » = e e e ) o m am g m om omm omom ok ok B o i om ke E T S AR A R TEE R E R By mmow oy bk R 0

_ WGAVD3T White to off-white | ~ white

Odour Current Ph. Eur. QOdourtess odouriess

----------------------------------

-----------------------------------------------------------------------------------------------

Reconsiituted solution QAVDO7 < 1 min 7 &
Dissolution time

nnnnnnnnnnnn

.....................
.....................................................................................................................................................................................................................

Reconstituted solfution Current Ph. Eur. Clear clear ;
| Clarity of solution

[
N e e e e e e e I I L P N Py

.............................................................................................................................................................................................

Reconstituted solulion Current Pn. Bur. Colourias colouriess

------------------------------------------------------------------------------------------------------------------------------------

Reconstituted solution Current Ph, Eur. pH 5.0 te 7.0 (at 20°C) 58

---------------------------------
------------------------------------------------------------------------------------------------------------------------------------------------ iy

Identity Current Ph. Eur. Must comply with identity standard confirmead
Lactose (TLE)

Particulate matter Current Ph.Eur/  NMT 6000 particles / container »>= 10 ym 0 particles/container
USH in spherical diameter

Current Ph.Eur/  NMT 600 particles / container »>= 25 pym 0 particles/container

------------------------------------------------------------------------------------------------------------------------------

QAVE34 RT of main pegk = RT of reference conforms
standard + - 10%

O e e e o e Pt e e el el e e e e M o S el e et el et e e e S e e e e e e e B e e e e et e S S
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| Product: Batch. No. in bulk Page

| MENOPUR powder for sol. for inj. T16779 22

[ S | el — ==

|

‘l Identity Dissolve 10 mg A red participate is formed. confirmed

Lactose (with cupri-tartrate in 1 ml water,

solution) add 0.3ml of
cupri-tartrate

solution R and

- heat.

plem ey s—— e

Uniformity of mass Current Ph. Eur.  Average mass: 20.1+/- 2.8mg [mg/vial] 19.4 mg/vial

Uniformity of mass Current Ph.Eur. RSD NMT 10 % 1 %

Uniformity of mass Current Ph. Eur. MT 2 of the individual masses deviate conforms
' from the average mass by more than
| 10 % and none deviates by more than
Product related QAV634 Peaks representing relative molecular 0.6 %
substances (SEC) masses higher than the relative
| molecular mass represented by the
' main peak.
| Product related QAVE34 Peaks representing relative molecular <0.3%
substances (SEC) masses lower than the relative

molecular mass represented by the
| main peak.
Product related QAV634 Sum NMT 5 % of the total peak area 1%
substances (SEC)

—— —— e r—— — e A i A = —_— e —

Water content [Karl Fischer] Current USP/ Ph. <=1 mg water/ vial 0 mg/vial

Sterility _ Current Ph.Eur./ sterile sterile
use

Bacterial endotoxins Current Ph.Eur.

NMT 30.0 [U / vial conforms

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured.
including packaging 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 Authorisation of the
importing country.

The batch processing. packaging and analysis records were reviewed and found to be in compliance with GMP.
Confirmed by: Confirmation ID: Confirmed on: Confirmation status

| Hayo Vollert 28255 18 JAN 2022 Confirmed

The electronic authorisation is the legally binding equivalent of a hand-written signature and done by Qualified

Person or person authorised for signature. Authenticity is guaranteed by the Confirmation ID.

C m——— - . —_ o —_ - TS LIt Wb -
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Bat{:hq, No. in buik

Froduct:
801034

Sodium Chioride Solution (1 mi)

.
...........................................................

Manufacturer Manufacturing date
Ferring GmbH 18 November 2020
Wittland 11, 24109 Kiel, Germany

....................................................................................................................................................................................................................................................................................................................

Disposition Statement: Approved

Test Test-Method Specification Result

el S i ™ e e el S S e et e e e )

Sterility Ph.Eur. / USP Sterile conforms
Bactertal endotoxines Ph.Eur. [USP  <OBEU/ml 0eEl M

--------------------

................................................................................................................................................................................

Appearance Ph.Eur. / USP 1 ml colourless ampoules conforms

Clarity Phkur. [ USP Clear - . conforms

- Coloration Ph.kur. / USH Colourless conforms

....................................................................................................................................................................................................................................................................................................................................

.................................................... . oy o m o mE mm om g T m g mm rmk E AR R B ETA EREEE RN B Mmoo E mm oA momyom ome o m l dr kohom b ow B R A AR R R R oEm o LmEm e s m ey e = kb A FF R AR - mF s A A mam s gy EEm wordror gk A e d & oo F a

= |dentity Ph.Eur. / USP conforms conforms
S OIUNY

i ldentity - Ph.Eur. / USP conforms conforms
Chioride

. it
L}

*

b &
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say NaCl Fh.Eur, /USSP 8.55 10 9.

Extractable volume Ph.ur, fUSP 1.00 ~ 1,15 mi conforms

------------------------------------------------------------------------------------------
----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

Particulate matter Ph.ur/ USP NMT 6000 particles / container >=10 pm
in spherical diameter

.................................................................................................................

| Particulate matter Ph.kur/ USP NMT 600 particles / container >= 25 ym
z; in spherical diameter

| Comment:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured.
including packaging 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 Authorisation of the
importing country.

The batch processing. packaging and analysis records were reviewed and found 1o be in compliance with GMP,

Confirmed By: Confirmation ID; Confirmed On: Confirmation Status
| Hohng, Cornelia 20608 03 FER 2021 Confirmed

The electronic authorisation is the legally binding equivalent of a hand-written signature and done by G
| Pers

L e g
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