-Heel

Biclogische Heilmitte] Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTU®IKAT SIKOCTI

Product: OVARIUM COMPOSITUM, solution for injection 2,2 ml in ampoules, NeS (5x1)
Hponykmnis: OBAPIVM KOMITO3HUTYM, pozuus s in’exuiii mo 2,2 mu B ammysax Ne5 (5x1)
Batch Ne: 04152 Batch quantity produced in total (packs): 6000
Honep cepii: 04152 KinexicTs npoaykuil B cepil (ynakoeok): 6000
Manufacture Date 07.11.2023 Registration license number: UA/3973/01/01 validity period unlimited
JlaTta BupoOHHUTBA: 07.11.2023 Homep peecrpauiiinoro nocsinuenns: UA/3973/01/01 tepmin aii neobmesennii
Expiry date: 10.2028 Country of origin: Germany
Tepmin npuaaTHoeri: 10.2028 Kpaina noxonxenns: Himeuunna
Testing point / Moxgsiuxu Specification / Cnewudbiaigin Results / Pesynsmanm | Control methods/
axocng Memodu xonmponio

Odour Odourless. Corresponds QCM, I.1,GHP, H22.1

3anax Bes 3anaxy. Bianosiane MK, n.1, GHP,H2.2.1

Clarity Clear, Corresponds QCM, It. 2, Ph. Eur.2.2.1
|_Iposopicts Tposopuit, Bianosiaac MK, n.2, €sp.@. 2.2.1

Particulate contamination; Practically free from particles. Corresponds QCM, I3, Ph. Eur.2.9.20

visible particles®

Mexaniuni smoucuns: TpakTiuno sinsiuil sia 9acTok, Bianosinae MK, n.3, €ep.®. 2.9.20

Buaumi yacTru'

Colour Colourless. Corresponds QCM, It. 4, Ph. Eur.222

KonboposicTs Beabapannil, Bianosinae MKH, n. 4, €np.@.2.2.2

Colour of ampoules Colourless. Corresponds QCM, It. 5,visually

Konip amnya Beabapeumil, Bianosiaac MKSL, 0.5, pisyansno

Extractable volume 2,20 - 2,53 ml/ampoule (2,2099 - 2,5414 g/ampoule). 2,24 ml/ampoule QCM, It. 6, Ph. Eur, 29.17

OG'em, 110 BUTATACTLCR 2,20 - 2,53 mafamnyay (2,2099 - 2,5414 r/amnyay). 2,24 ma/amnyay MK3, 0. 6, €8p.®. 2.9.17

Osmolality 285 - 315 mosmol/kg. 299 mosmol/kg QCM, I, 7, Ph. Eur, 2.2.35

OcsmonansnicTs _285 - 315 mocmonn/kr. 299 mocMosb/KT MKA, n. 7, €sp.D, 2.2.35

pH 50-6,5. 59 QCM, 1. 8, Ph. Eur.2.2.3
| pH 50-65. 59 MK, n. 8, €sp.®.2.2.3

Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.], membrane

filter method
Crepuasuicrs Crepuasuuit, Bianooinac MK, n9, €ap.®, 2.6.1, meTon
yeamGpa ol diabrpauil

Bacterial endotoxins Max. 3.4 .U./ml. <34 LU/ml. QCM, 1t. 10, Ph, Eur. 2.6.14
|_Bakrepianbui enaorokeninmn Magkce. 3.4 MO/ma. < 3,4 MO/ma. MKS, . 10, €sp. d. 2.6.14

Particulate contamination; Per ampoule: QCM, It. 11, USP 788,

sub-visible particles Max. 6000 particles size = 10 um, 17 particles/ampoule Ph. Eur, 2.9.19

Max, 600 particles size > 25 pm 1 particles/ampoule
Mexanivni sraonennn: B oanift amnyni: MKH, n, 11, @, CLIA 788, €sp. D,
NEBIANMI YACTHY Magke. 6000 uactox poassipos = 10 sxar. 17 wacrox/amnyny 2.9.19
Magke, 600 uacTox poamipon > 25 M, 1 wacTok/ammyy

* the result is taken from IPC / * pesyasTaTi orpumyiots is IPC (konrpons y npoueci supofnunurea).

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093.

I hereby confirm that the above information is authentic and accurate. This bat
packaging/labeling and quality control at the above mentioned recognized building

actured, including
N requirements of the
e baitch processing,

yueni ynaxoeana i nepesipena, @ medcax npoyedypu KOUmponio AKocmi na 3asnavenii euuje eupoduuniii dinvnuyi ¢ noeniii
eionosionocmi 0o eumoz npasun Hanexcrol Bupodnuyoi paxmuxu (GMF), 6cmaiiosaeiiux MicKeaul pezyIRAMOopHuM 0p2anot,
a makodc 6 noeniit eionosionocmi 0o cnewugixauii, nepedbauenux y Jligensll na eupobuuumeo xpatnu-innopmepa 3i

cneyugpirayiamu na npodyxyio, nepedbauenumu Ons OdocaidNcyeanux aixapcum"f;dmw‘mh cmocoeno
supobuuymea, nakyeanna i ananisy cepif dyna nepesipena, i Gyno eécmarnoeneno, ug__d-{'s_bﬂa gionogioac bﬁml Haneacnol
Bupoguuuoi Hpakmuxu (GMP). il 5 / ]
Name / IIIB /

Signature / Mianue:
Quality Control Manager / ¥nosnosavicena ocoba 3 Konmponio akocmi
31.01.2024

Position / [Tocaaa:
Date of release / Jlata snnmycky cepii B npoaax:

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640



AEPKABHA CJIVIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCBKIHU OBJIACTI

npos. Ceitnrasoi Haxii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
npo SIKICTH BBE3€HOT0 B Y KpaiHy JIiKapcbKoro 3acody

10.05.2024 Ne 22535/24/10

OBAPIYM KOMITIOZUTYM
(HaliMeHyBaHHA NIKApCLKOTo 3acoby 3riHO 3 peecTpaLifiHAM NOCBIAYEHHAM)
PO34MH JLIst iK' eKmii mo 2,2 MJI B aMmyJii; o 5 aMiyJ1 y KOHTYpHIl 4apyHKoBil ynakosui; mo
1 KOHTYpHiil YapyHKOBIiil ynakoBui y kopo0ui 3 KapToHy
(dhopma BUMyCKY, NO3YBaHHS, BUJI TaKyBaHHA JKapceKkoro 3acoby)

Howmep peectpaniitoro nocsinuenns UA/3973/01/01 crpox aii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 04152 KinekicTs BBe3eHoro nikapebkoro 3acoby 6000

BupoGHuK Bionorime Xaitnemitrens Xeens 'm6X, Hiveuuynna
(HalfiMeHyBaHHA BUpOOHHKa JiKapebkoro 3acoly, KpaiHa NOXO/UKEeHH:)

Beeseno B Ykpainy Tosapucrso 3 oomesxkenoo BianosinanbuicTio "KACKAJI MEJITKAJI
PEI'TOHM", inenr. xon: 35757357
(HaiimMenyBaHHa Ta kox 3a €JIPTIOY opuanyHoi ocobn abo/Ripl
ocobH - mignpuemns, ii Micie MPOKHBAHHA Ta peecTpaLli iy
nonarkis abo cepis Ta HOMY

Iporoxon sisyansuoro kontpomo sin 07.05.2024 Na 1239/17.

3a pesynbTATAMH JEPHKABHOIO KOHTPONIO BCTAHOBJIEHO, IO JiKapChKHii
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