JEPXJIKCIIYXXBA
AEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIA OBJIACTI

npocnexT Banepis Jlo6anoscskoro, 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

BHCHOBOK
NPo AKICThL BBE3EHOr0 B YKpaiHy JIiKapchbKOro 3acody

13.02.2023 Ne 5046/23/10

METPO-AJHEKC-TH'EJIb

(HaiiMeHyBaHHs JTIKapPCHKOro 3aco6y 3rifHO 3 peecTpaUiiHUM TIOCBITYEHHAM)
PO34MH 1uist iH'exuiii; mo 1,1 M1 B ammyJai; mo 5 amny.1 y koHTYpHiii yapynkoBsiii ynakosui;
no 1 KOHTYpHiil YyapyHKoBiii ynakoBui y kopo6ui 3 KapToHy

(dbopma BuTyCKy, N03yBaHH, BUI MaKyBaHHS JIiKapcekoro 3acoby)
Howmep peecrpauniitnoro nocsingenns UA/2055/01/01 crpox aii peecrpauiiinoro nocsimuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne 97070 Kinexicts BBe3eHoro Jikapeskoro 3acoby 6717

bionorime Xainsmitrens Xeens 'mM6X, Hiveuunna

(naitMeHyBaHHA BUPOGHNMKA JIKapCHKOro 3aco0y, KpaiHa MOXOMKEHHS)

Tosapucrso 3 o6mexkeHoro BianoBinanbuicTio "KACKA/L
MEJIKAJI PETTOHHM", inenr. xox: 35757357

(saiimenysanns Ta koz 3a €JIPTIOY ropuauuHoi ocobu abo npissume, iM's, N0 6aThKOBI
diznunoi ocobu - mianmpuemns, ii Micue NPOXKUBAHHA Ta peecTpaniiuuit HoMep 06iKoBOT
KapTKM IUIaTHAKA MOJATKiB abo cepist Ta HOMep nmacnopra)

3a pesynbTaTaMH IEPXABHOTO KOHTPONIO BCTAHOBJIEHO, LIO miKapcekMi 3aci0 BBe3eHO B VkpaiHy 3
AOTPHMAHHSAM BuMOr 3aKOHOJABCTBA OO 3a6e3MeYEHHS AKOCTI JKapCBKUX 3aco0iB.
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-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTU®IKAT SIKOCTI

Product: METRO-ADNEX-INJEELS?, injection solution in 1.1 ml ampoules Ne5 (5x1)
Ilpoayxuis: METPO-ATHEKC-IH'E€JIb, po3uun ans in’ckniif mo 1,1 ma B ammyJiax Ne§ (5x1)
Batch Ne: 97070 Batch.quantity produced in total (packs): 6717
Homep cepil: 97070 Kinbkicrs nponyxknii 8 cepil (ynaxosox): 6717
Manufacture Date 08.01.2022 Registration license number: UA/2055/01/01 validity period unlimited
Hata BupoGuuuTEA: 08.01.2022 Homep peecrpaniiinoro nocsinuenns: UA/2055/01/01 Tepmin il neoGmépkennii
Expiry date: 12.2026 Country of origin: Germany
Tepmin nproaTrocTi: 12.2026 Kpaiua noxoxxenns: Himeuauna
Testing point / Moxaznusy Specification / Cneuudixayin Results / Pesynomamu | Control methods/
axocni Memodu konmpa
Odour Odourless. Corresponds QCM, 1t.1, GHP, H 2.2.1
3anmax Bes 3anaxy. Bianosigae MKs, n.1, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur, 2.2.1
Iposopicrs Ipo3opuil. Bianosinae MKA, n.2, €ep.®. 2.2.1
Particulate contamination: visible | Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20
particles”
Mexaniuni BRurOYeHns: HpaxTuuso BinbHuit Bix yacTok, Bianosinac MK, n.3, €sp.9. 2.9.20
BUAHMI uacTKH'
Colour Colourless. Corresponds QCM, 1t. 4, Ph, Eur. 2.22
Koasoposicts Be3tapuruit. Bianosinae MKHA, n. 4, €sp.®. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 5,visually
Koaip amnya Be3bappunii. Bignosinac MKH, n.5, sizyasbHo
Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 1,18 mli/ampoule QCM, Lt. 6, Ph. Eur. 2.9.17
g/ampoule).
O6'em, mo BuTSITAETLES 1,10-1,26 ma/amnyay (1,1050-1,2707 1,18 mn/ammyny MK, n. 6, €sp.®. 2.9.17
r/amnyay).
Osmolality 285-315 mosmol/kg. 299 mosmol/kg. QCM, It 7, Ph. Eur. 2.2.35
OcmonanbuicTs 285-315 MmocMONL/Kr. 299 mocmoub/Kr. MK, n. 7, €sp.®. 2.2.35
pH 5,0-6,5. 5.8 QCM, 1t. 8, Ph. Eur. 2.2.3
pH 5,0-6,5. 58 MK4, n. 8, €sp.®. 2.2.3
Sterility Sterile. Corresponds QCM, It9, Ph.Eur. 2.6.1,
membrane filter method
CrepuibHicTn Crepunbauit, Bianosinae MKA, n.9, €sp.P. 2.6.1, meTon
memGpansiof dlasTpanit
Bacterial endotoxins Max, 3,4 L.U./ml. <3,4 LU./ml. QCM, 1t. 10, Ph. Eur. 2.6.14
Bakrepiaabhi eHpoToxchun Maxc. 3,4 MO/ma. <34 MO/ma. MEA, n.10, €sp. . 2.6.14
Particulate contamination: Per ampoule: 11, USP'<788>,
sub-visible particles Max. 6000 particles > 10 um. 15 particl
Max 600 particles > 25 um. 2 particlg
Mexaniui BRaodeHHsS: B oanift amnyai: , CIIA <788>,
HeBUANMI YacTKH Make.6000 yacrok posmipom = 10 Mxm. 154a
Make.600 wacTok posmipom > 25 mxm. 2ua

* the result is obtained from IPC/ *pesysTaT orpumytors i3 IPC (konTpoas y npoueci BupoGuUITEA)

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

Manufacturing and quality control license number: DE_BW_01_MIA_2022_0006.

Bupo6unua ninpuuus: Biororime Xainsmitrens Xeean I'm6X, X-p Pexeser-wrtpace 2-4, 76532 B

Howmep xiuensif na BHpoSHULTEC T2 KOKTPOMIO siKoETi: DE_BW_01_MIA_2022_0006.

I hereby confirm 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 recognized building in full compliance with GMP requirements of the local

regulatory authority and with specification 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.

Llus » niomeepdxcyto, o nasedena eune inghopmanin € capasxcnsvorw i mounowo. Cepinfiperafin
ynaxoeana i nepesipena, e Mevcax npouedypu xonmponio axocmi Ha 3EIHANERIG sune
sumoz npasun Hanexicuol Bupobruuol Hpaxmuru (GMP), scmanoenenux micyesuff ;
sidnosidnocmi do cnénuirauii, nepeobauenux y Jliyensit na eupobrnuymso xpal
nepedbauenumu 0na docnidncysanux alkapeskux 3acobis. Hoxymenmanin cmocosn
nepesipenn, i 6yno scmanoeneno, njo éona sidnosioae sumozan Harexnenof Bupobnuuo

Name / HIB:
Signature / Mianuc:

Position / llocana:

Date of release / [lara sumycky cepif 8 naponax:

Verena Wieland / Bepena B’en
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Chikles
Quality Conlrol Manager / Ynosuosadxcena ocoba 3 Koumponio axocmi

Biologische Heilmittel Heel GmhH. Dr.-Reckewes-Str. 2-4. 76532 Raden-Raden. Tel.: +49 (M7221/3071.00. Fax: +49 MYT221/501.840
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