-Heel
Biologische Heilmittel Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTH®IKAT IKOCTI

Product: GRIPP-HEELS, injection solution in 1.1 ml ampoules Ne5 (5x1)

Hpoavkuis TPAII-XEEJIb, posunn ans in’exuiii mo 1,1 ma B amnyaax Ne5 (5x1)

Batch Ne: 95590 Batch quantity produced in total (packs): 3056

Homep cepii: 95590 KinekicTs npoaykuil B cepii (ynaxosox): 3056

Manufacture Date 20.08.2021 Registration license number: UA/4268/01/01 validity period unlimited
JlaTa BHpoGHHITBA: 20.08.2021 Homep peecrpauiiinoro nocsigyenns: UA/4268/01/01 Tepsin aif neofmemeniit
Expiry date: 07.2026 Country of origin: Germany

Tepmin npupatrocri:  07.2026 Kpaina noxomxenns: Himeuunna

Testing point / okaznuku Specification / Cneundhirayia Results / Control methods/

Akocmi Pesyasmamu Memodu konmpoaio

QOdour Qdourless. Corresponds QCM, It.1, GHP, H2.2.1
3anax Bes 3anaxy. Bianosigae MKSI, n.1, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
[po3opicTs [Ipo3opuii. Bignoeigae MKSI, n.2, €sp.D. 2,21
Particulate contamination: Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles*

MexaHiuHi BKAIOUCHHR: [MpakTuyno sinbHKil Bin 9acToK, Bianosinae MKS31, n.3, €sp.®.2.9.20
BHAMMI YacTRH*

Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
Konsoposicts Besbapsumnii. Bignosigae MKH, n. 4, €Eep.®, 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 5,visually
Koaip amnya Besbapsumii. Bianosigae MK, n.5, sisyanbho

Exstractable volume
006'eM, WO BHTATACTLLA

1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule).

1,10-1,26 ma/amnyay (1,1050-1,2707 r/amnyay).

1,19 ml/ampoule
1,19 ma/amnyay

QCM, It. 6, Ph. Eur. 2.9.17
MKA, n. 6, €sp.D. 2.9.17

sub-visible particles

MexaHiuHi BRIIOYMEHHRA:
HEBHMANMI HACTKH

Max. 6000 particles size > [0 um.

Max. 600 particles size > 25 pm.

B oasiit amnyai:

Magxec. 6000 uacrok posmipom = 10 mkm.
Makec. 600 yacTok posmipom =25 mkm.

6 particles/ampoule
0 particles/ampoule

6 uyacrox/amnyay

* the result is obtained from IPC / *peayanTaT oTpustyiots i3 IPC (koirpoas y npoiieci pipobunrsa)

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

Manufacturing and quality control license number: DE_ BW_01_MIA_2020_0050.
BupoGuuua ainbunus: Bionorime Xaiasmitrens Xeens I'm6X, [I-p Pexeser-mtp

Homep aiuensii Ha BupoGHIUTBO Ta KOHTPOAIO sikocTi: DE_BW_01_MIA_2020_00

and quality control at the above mentioned recognized building in full compliance with GMP requireme

Osmolality 285-315 mosmol/kg. 300 mosmol/kg. QCM, It. 7, Ph. Eur. 2.2.35
OcMonsabHicTs 285-315 mocmoan/kr, 300 mocmons/kr, MK, n. 7, €op.®. 2.2.35
pH 5,0-6,7. 5,6 QCM, It. 8, Ph. Eur, 2.2.3
pH 5,0-6,7. 5,6 MKJL, n. 8, €sp.@. 2.2,3
Sterility Sterile. Corresponds QCM, It.9, Ph.Eur, 2.6.1,
membrane filter method
Crepuabnicts Crepuabumii. Bianosinae MK, n.9, €sp.®, 2.6.1, meTon
membpannol dinsTpauii
Bacterial Endotoxins Max. 3,4 L.U./ml. <34 LU./ml, QCM, It. 10, Ph. Eur. 2.6.14
BakrepianbHi enooTokcHHK Mage. 3,4 MO/ma. < 3,4 MO/ma. MKJ5l, n. 10, €sp, @, 2.6.14
Particulate contamination: Per ampoule: QCM, It. 11, USP 788,

Ph. Eur. 2.9.19

MK, n. 11, @, CLLIA 788,
€op.®. 2.9.19

cal regulatory authority and

with specification in the marketing authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
Jfound to be in compliance with GMP.

Huat n niomsepdaicyio, wio nasedena euige inhopstayin € cnpasncnvoro i mounowo, Cepin npenapamy 6yaa euzomosnena, momy uucni
ynaxoeana i nepesipeita, 6 Meaicax npoRedypu KONMPoOnIo AKOCHI na 3a3Havenii suwge eupoduuyia dinviuyi 6 noeniil 6idnosidnocmi do eusoz
npasur Hanexncnol Bupobruuor Hpakmuku (GMP), scmanoanentx Mickeeus pezyiamopiust 0p2anos, a maxodic 6 nosuii eionosionocmi 0o
cnequipirayiit, nepeddavenux y JTinensil na supoduunmeo kpainu-innopmepa 3i cnenudirayissu na npadyf%'g:nquﬁé(wumu ona
docniducysainx Aikapeskux 3acobis. [Joxymenumauin cmocoeno eupobuuymea, naxysanns i ananizyp ceg:‘i'r_ P nepe MI dyno
scmanosneno, ko sona sionosione eustozam Hanexcnor Buposnuuor Mpaxmuru (GMP). Ve o Lo\

y 7

Name / ITIB:
Signature / [lignne:

ﬂ(\!}' : I-I“I‘I ] _:‘:I

Quality Control Manager / Ynosumm:c&@b\pgé&?&@n% 110 gkocmi
30.09.2021 N g

Position / Tocaaa:
Date of release / lata sunycky cepii B npogas:

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 CJIIYKBA 3 IIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCBKIU OBJIACTI

mpoe. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koxg €/IPTIOY 37078774

BUCHOBOK
NPO SIKICTh BBE3€HOI0 B YKpaiHy JIKapChKOro 3acody

19.10.2023 Ne 50827/23/10

I'PUII-XEEJIb
(naiimMeHyBaHHA NiKapchbKoro 3aco0y 3rifHO 3 peecTpauifiHuM MOCBiTYEHHAM)
pPo34uHH Jus iH'exuii mo 1,1 ma B ammyJii; no 5 aMmnyJ1 y KOHTYpHIH YapyHKOBi# ynakosui; no
1 KOHTYPHIill YapYHKOBIiH ynaxkosii y KopoOui 3 KapToHY
(dopma BHNyCKy, 103yBaHHA, BHJ| NAKYBaHHA J1iKapchbKOro 3acoly)

Howmep peectpauiiinoro nocsiguenns UA/4268/01/01 crpox aii peectpauiiinoro noceixyenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne 95590 KinskicTs BBe3eHor0 nikapebkoro sacoby 3056

BupoGuuk Bionorime XaineMmitrens Xeeas 'mo6X, Himeuunna
(HaiiMeHyBaHHA BUpOOHHKa Jikapcbkoro 3acoly, KpaiHa MoXoUKeHHs)

Bgeseno B Ykpainy Tosapucreo 3 oomexenoio BignosinaapnicTio "KACKAJI MEJIIKAJI
PEI'TOHM", inent. xon: 35757357
(naiimenyBanns Ta koa 3a €/IPTIOY opuauuHoi ocobu abo npissuiie, iM's, no 6atekosi hiznunol

ocobu - mianpuemus, ii Micue npoKHBaHHA Ta peecTpauiiftnuii Homep 06iKOBOT KAPTKHM MIIATHHKA
noznatkis abo cepis Ta HoMep nacnopra)

IIportoxkoa Bisyaasnoroe konrpomo sin 17.10.2023 Ne 3262/8.
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