-Heel
Biologische Heilmittel Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE [ CEPTUOIKAT AKOCTI

Product: METRO-ADNEX-INJEEL@, injection solution in 1.1 ml ampoules Ne5 (5x1)
Hponyxmin: METPO-A,ZIHEKC-HI‘E‘JIB, PO3'HH poia in’ekuiif mo 1,1 ma amnynax Ne5 (5x1)
Batch Ne; 97070 Batch quantity produced in total (packs): 6717
Homep cepii: 97070 Kiabkicrs npoayxuii B cepit (ynaxosox); 6717
Manufacture Date 08.01.2022 Registration license number: UA/2055/01/01 validity period unlimited
Hata Bupo6uuuTea: 08.01.2022 Homep peecrpaniiinoro MOCBIAYeHHS: UA/2055/01/01 TepMiH #ii Heo6Mexenni
Expiry date; 12.2026 Country of origin: Germany
Tepmin npumarnocri: 12.2026 Kpaiua noxomsenns; Himeuyunna
- Testing point / Hoxasrurn Specification / Cnenudiranin Results / Pesynvmanmu Control methods/ —’
AKocmi Memoodu KOump oo
Odour Odourless. Corresponds QCM, It.1,GHP, H2.2.1
3amax Be3 3anaxy, Bianosigae MK, 0.1, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2 1
| Ipozopicrs Hgoaoguﬁ. Binnosigac MKS, n.2, Cep.d, 2.2.1
Particulate contamination: visible Practically free from particles. Corresponds QCM, 1t.3, Ph. Eur.2.9.20
particies’
Mexauiuni Bimrosenns: Ilpakruuno piasumi Bifl wacTox, Bianoginac MEA, 1.3, €8p.®. 2.9.20
BHAHMI YacTKH
Colour Celourless, Corresponds QCM, It. 4, Ph. Eur, 22.2
KoasoponicTs BesGapeuuii, Bianosinac MK3, n. 4, €sp.®, 2.2.2
Colour of ampoules Colourless, Corresponds QCM, It. 5 visually
Koaip amunys Besbapeuait, Binnosinae MKH, n.5, sisyansuo
Extractable volumg 1,10-1,26 ml/ampoule (1,1050-1,2707 1,18 ml/ampoule QCM, It. 6, Ph. Eur, 2.9.17
g/ampoule),
O6'ent, wo suTsaraerscs 1,10-1,26 ma/amnynay (1,1050-1,2707 1,18 ma/amnyny MKA, n. 6, €pp.P. 2.9,17
r/amnyay).
Osmolality [ 285315 mosmolkg, 299 mosmol/kg, QCM, It. 7, Ph. Eur. 2.2.35 ]
OcmMonsnsnicrs 285-315 mocmonn/kr., 299 mocMoab/kr. MKHA, 0. 7, €sp.®. 2.2.35
pH 5,0-6,5. 5,8 QCM, It. 8, Ph. Eur. 223
| pH 5,0-6,5. 5,8 MKA, n. 8, €sp.®. 2.2.3
Sterility Sterile. Corresponds QCM, 1t.9, Ph.Eur, 2.6.1,
membrane filter method
Crepunsuicrs Crepunsuuit, Bianosinae MK, n.9, €pp.@. 2.6.1, MeToj]
MeMOpankol piabrpanii
Bacterial endotoxins Max. 3,4 LU./ml. <34 LU./m], QCM, Tt. 10, Ph. Eur. 2.6.14
Bakrepiaapui CHAOTOKCHHYU Maxc, 3,4 MO/ma. - <34 MO/ma. __ MIKH
Particulate contamination: Per ampoule: :
sub-visible particles Max. 6000 particles > 1
Max 600 particles > 254"
Mexaniuni Bmoyesns: B onniit amnyai; &
HeBHAHMI YacTicn Makc.6000 gacrox
Maxc.600 wacrok Py

* the result is obtained from I1PC7 *PE3YALTAT OTpUMYIOTS I3 IPC Ok, fIpouect BupoGHmirTe

Site of manufacture: Biologische Heilmitte] Heel GmbH, Dr.R

Manufacturing and quality control ficense number: DE BW_01 |
B -

HpOGHUIA Ainbumus: Biogoriue Xaiiaemitrens Xeean Iv6X -wtpace 2-4, 76532 Base

Homep aiueusii na BHPOOHHUTRO Ta KOHTPONIO AKOCTI: DE_BW_DI;MIAHZOZZ__UGBG.

I hereby confirm that the above information iy authentic and accurate, This batch of product has been manufactured, including
packaging/labeling and quality control at the gbove mentioned recognized building in full compliance with GMP requirements of the local
regulatory authority and with spectfication 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.,

Leae 5 nidmseposcyio, o naseoena euiye Inghopaanin € cnpasyenvorn i mounaoio. Cepin hpenapamy Gyaa dueomoanena, 6 momy yucni
ynakosana i nepesipena, 8 mesicax npoyedypu Konmponio akocni na saznavenii GHie eUPOOHUHIR dinbruUNT ¢ nogHi sidnosionaemi go
Moz npasun Haaeyenor Bupoonuuor Hparmusy (GMP), ecmanosnenx Mictiegus PEZYNAMOPHUM op2anioM, a makone 6 Hoenill
gidnoeionocmi o chenupiranit, nepedinuenux ¥y Higenszit ng SUPOGHI GO Kpatuu-innopmepa 3t crexudicaniamu ng HpooyKifirg,
nepedbauenumn dng Socniducysariux Alkapcexux zacobia, HAoxysenmanin cmocosno supobunymea, naxyeanna | anauizy cepit Gyaa
nepegipena, i Gyno ECIMANG6aeng, 1o eona 8idnosidns sumozam Haneauenor Bupobuuyor Hpaxmuxy ( GMP).

Name / 11B: Verena Wieland / Bepena B'eneno
Signature / Mignne; b o
L gl
Position / Mocana: Ouality Conirol Manager / Ynosuoeamcena ocoba 3 Kenmpomw axocmi
Date of release / {ara BHNYCKY cepil B npogaz: 04.03.2022
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