-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI

Product: PLACENTA COMPOSITUM, injection solution in 2,2 ml ampoules Ne5 (5x1)

Hpoavkuis: TUIALEHTA KOMIIO3UTVM, pozuus aas in’exuiit mo 2,2 ma B ammyaax Ne5 (5x1)

Batch Ne: 00845 Batch quantity produced in total (packs): 6716

Homep cepii: 00845 Kinskicrs npoaykuil B cepii (ynakonok): 6716

Manufacture Date 03.01.2023 Registration license number: UA/2465/01/01 validity period unlimited

Hara BUpoGHHUTEA! 03.01.2023 Homep pecerpauiiinoro nocsinyenns: UA/2465/01/01 Tepmin ail HeoGmenenuii

Expiry date: 12,2027 Country of origin: Germany

Tepmin npuaaTHocTi: 12.2027 Kpaina noxomxenns: Himeuuuna

Testing point / ITokpanuxu Specification / Cneuupixauin Results / Control methods/
nxocmi Pesyavmamu Memodu konmponio

Odour Odourless. Corresponds QCM, It.1, GHP, H 2.2.1

3anax Bes sanaxy. Bianosinae MK, n.1, GHP, H 2.2.1

Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1

IposopicTs Mpo3opwii. Bianosinae MKS$I, 0.2, €sp.®, 2.2.1

Particulate contamination; Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20

visible particles”

Mexauiuni BaTIOYEHHA: TMpakTH4YHO BiNbHUII BiA MACTOK. Bianosigace MK/, n.3, €rp. . 2.9.20

BUAMMI YacTkH"

Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2

Koasoposicts Besbapsuuil, Binnosinae MK, n. 4, €8p.D. 2.2.2

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

Koaip amnya BesGapsuuil, Bignosiaac MIH, n.5, BizyaasHo

Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,27 ml/ampoule QCM, It. 6, Ph. Eur, 2.9.17

006'em, 1110 BUTArAETLCA 2,20-2,53 ma/amnyny (2,2099-2,5414 r/amnyiy). 2,27 ma/amnyay MK, n. 6, €sp.P, 2,9.17

Osmolality 285-315 mosmol/kg. 258 mosmol/kg. QCM, It. 7, Ph. Eur. 2.2.35

OcmonsaLRicTh 285-315 mocmoab/Kr. 298 mocmoan/Kr. MK, n. 7, €sp.®. 2.2.35

pH 4,7-6,5. 5,6 QCM, It. 8, Ph. Eur. 2.2.3

pH 4,7-6.5. 5.6 MK, n. 8, €ap.®. 2.2.3

Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur, 2.6.1,
membrane filter method

CrepuasHicTs Crepuabhuii. Bianosianc MK, n.9, €sp.®. 2.6.1,
metoa membpansol
insTpauii

Bacterial endotoxins Max. 3,4 L.U./ml, <34 LU/ml QCM, It. 10, Ph. Eur, 2.6.14

Baxrepiankui enporokeunn | Maxe. 3,4 MO/ma. < 3.4 MO/ma. MKA4, n. 10, €np. ©. 2.6.14

Particulate contamination: In one ampoule: QCM, It. 11, USP <788>,

sub-visible particles Max. 6000 particles 210 pm.

Max 600 particles 225 pm.
MexaHivHi BRAIOYCHHA! B oauiii amnyai:
HeBHANMI MACTKN Make.6000 uactok posmipom 210 Mkm.
Magke.600 yacTor posmipom =25 Mkm.

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532\§a

Manufacturing and quality control license number: DE_BW_01_MIA_2022_0090. .
Bupobunua gintuuusg: Blosorime Xaiinsmirrens Xeens M'MGX, J-p Pexeper-mtpace
Homep niuex3ii Ha supofuuurso 1a kourposio axocti: DE_BW_01_MIA_2022_0090.

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 quthorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found (o be in compliance with GMP.

Hus a niomaepdacyio, uio nasedena euuie Indopnayia € cnpasycivoio i mounorw. Cepia npenapamy 6yaa euzomoenena, 6 mosmy yucni
ynaxosana I nepesipena, & Medjeax HPoUedypH KONMPonIo AKkecmi ita 3a3Haveniil auuje supobuwii dinsnuni o nosniit slonosionocmi do
eumoz npaeun Hanesienol Bupobnuyoi Ipaxmuxu (GMP), scmanogienix Micyesum pezyanmoprust opeaneMy-a_marodic a noeiii
sionosionocmi 0o cnewudbicayia, nepedbavennx y Migensil na supodmmpmee Kpaiuu-isinopmepa 3i ﬁf;qil K W"’w npndquuo,
nepeddavenumn oan docaidcysanux nikapcskux 3ucobie. JoryMenmayin cmocosHo supoéuuqmn’ r;xkycaum: i
nepesipena, i 6yno scmanoaneno, wo éona eionesidac eumozam Hanexciol Bupodnuyol Mpaxmuxu {GM )

Verena Wieland / Bepena B’enen

QCuality Comml Manager/ Ynasrmmn:!ua oob&ma mﬁmﬁgp}a Arocmi
24.02.2023 —

Name / [TIB:
Signature / Mignuc:

Position / ITocaaa:
Date of release / lata nnycky cepil & npoga:

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



JEPKABHA CJIYVKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHIBCBKIN OBJIACTI

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

BUCHOBOK 5
PO AKICTH BBE3€HOI0 B YKpaiHy JIKapCbKOIo 3acody
14.10.2024 Ne 51605/24/1011
IUIAIIEHTA KOMITIO3UTYM

(nafiMenyBaHHs JlikapceKOro 3acofy 3riHo 3 peecTpaniiHUM NMOCBITYEHHAM)
PO3YHH A1 iH'eknii, mo 2,2 MJI B aMnyJii; no 5 aMmnyJ y KOHTYPHil YapyHKOBii ynakosiui; mo
1 KOHTYpHiii YapyHKOBiii ynakoBui B Kopo0ui 3 KapTOHY
(dopma BHMyCKy, N103yBaHHA, BH/ NAKYBaHHA JlikapceKoro 3aco0y)

Howmep peectpauniiinoro nocsimyenns UA/2465/01/01 crpok xii peecrpauiitnoro noceingerns 01.01.2099
Cepis nikapcskoro 3acoGy Ne 00845 Kinbkicts BBe3eHOro Jikapeskoro sacoby 3706

Bupo6uuK bionorime Xainemitrens Xeenb 'M0X, Himeuunna
(naiimenyBanHs BHpoOHHKa NniKapceKoro 3acoby, kpaiHa NOXOKEeHH:)

Baeseno B Vkpainy Tosapucrso 3 o6mexenow BianopinaabuicTio "KACKAJL MEJIIKAJI
PEI'TOHM", inent. kox: 35757357
(naitmenysanHs Ta xoz 3a €JIPIIOY ropuanusoi ocobu abo npizsuie, imM'a, no 6atekoBi dizuuaHol

ocobu - mianpHeMIs, Tl Miclie NPOXKUBAHHA Ta peecTpauiiiHnii HoMep 06/1iKOBOT KAPTKH MJIATHUKA
nozxarkis abo cepis Ta HoMep nacnopra)

ITporokoa Bisyaasuoro kourpomio sin 07.10.2024 Ne 3065/24.

/é - @I/ Biktop CTE®KIBCHKUIA

i S— Z R A
‘"6 (manucy” (1HIianyK Ta npi3suiLe)




JEPKABHA CJIYVKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIA OBJIACTI

npos. Ceitimuaroi Hapii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO SIKICTh BBE3€HOI0 B YKpPaiHy JIKapChbKOro 3acody

02.01.2024 Ne 66423/24/10

IJIAITEHTA KOMIIO3UTYM

(HaliMeHyBaHHA JIIKapChKOro 3aco0y 3riJIHO 3 peecTpaLiHHHM NOCBIT4EHHAM)
PO34MH s iH'€Kuii, no 2,2 M B aMmnyJii; o 5 amnyJ1 y KOHTYPHiH 9YapyHKOBIH ynakoBiti; no
1 KOHTYpHHili YapyHKOBiil ynakoBui B KOpoOui 3 KAPTOHY
(dopma BuMyCKY, 103YBaHHSA, BH] NaKyBaHHA JIKapChKOro 3acody)

Howmep peectpauiitioro nocsiguenns UA/2465/01/01 crpox aii peectpauiiinoro nocsigyenns 01.01 2099

Cepis nixapcekoro 3aco6y Ne 00845 KinskicTs BBe3eHOTO Nikapcskoro saco6y 3000
Bupo6uuk Biomorime Xaitnemitrens Xeens I'M6X, Himeyunna
(HaiiMeHyBaHHA BUpOOHHKa JiKapcbKoro 3acoly, KpaiHa NnoxXokeHHs)
Baeseno B Vkpainy Tosapucrso 3 oomexenoio sianosinanabuicTio "KACKAI MEJIIKAJI
PEI'TOHM", inenr. xon: 35757357
(naiiMenyBanns Ta koA 3a €EJIPTIOY ropuamunoi ocobu abo npizZ ST aTBKOBI hiznuHOl

ocolu - miAnpHeMI, il MiCIie MPOKUBAHHSA Ta peecTpauiiHy#/
nozaartkis abo cepis Ta Homep Je

Iporoxon Bisyansuoro konrpomo sin 02.01.2024 Ne 4236/15.

3a pesyabTaTaMH JEpPKAaBHOI0 KOHTPOJIKD BCTAHOBJIEHO, IO nixapcaxnﬁ

¥ i mﬂa' -myﬁ
HepxaBHOT cpy)xﬁh 3 ml(apcsxnx i /f
3aco0iB Ta Kothonma ng)eomkamn y 4
Kuiscekii 06macTi %, * &/ Jﬁ/— Ipuna LHIAJJAMAMU
(nocazosa ocoba Opraﬁy_-qe;_:__;xtgsﬁgrﬁ 'Eéinpomo) /(ni.-m HC) (iniuianu Ta npizsne)
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