JEPHUJIKCITY)KBA
JEPKABHA CJIYKBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCBHKIN OBJIACTI

npocnekT Banepia JloGanoscwkoro, 51, M. Kuig, 03110, Ten/axe: (044) 2753030
E-mail: dis.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kon CHOPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOTO B YKpainy JlikapebKoro 3acofy

08.09.2020 Ne 44413/20/10

I'PHII-XEEJIb

{HaiineHyBaHHA Jikapcbkoro 3aco0y 3riano 3 peecTpauiiinigyg noceiaueHHAM)
PO34MH 1A in'ekniit no 1,1 mu B amnysi; no S ammyu Y KOHTYDHiil yapyHRKoOBIiiil ynakesni; no
1 xouTypHiil uapyukosiii ynakosui y xopo6ui 3 Kaprouy

(thopaa Bumycky, 103yBaiiia, B NAKYBAlHA NIKADCHKOND 3aC00Y)

Howmep peecrpauifinoro nocsinuenns UA/4268/01/01 crpok aii peectpauifinoro nocrizenns 16.03.2021

Cepin nikapesxoro sacoby Ne 91322 Kinbkicte BBE3€HOTO Nikapcskoro 3acoby 2467
Bupobisk Bionorime Xaitnemitrens Xeens Mm6X, Himeuanua

(nafivienyBanns BHpoGHUKS Nixapeskoro sacoly, KpaiHa NoxXomKeHHS)

BBesero 8 Yipainy TOBRP[!CTBO 3 oOMmerxeHo10 Bianosigansuictio "IOBIAI ®APM
TPEUI", inenr. kon: 39278099

{HaiimenyBanns Ta kot 3a C/IPTIOVY ropuzanunol ocolu abo npilenue, iM's, no Garskoi (izkyaof
0coGH - MiANPKEMLS, 1T Micue npokHBanns Ta peceTpauiiingii noMep o6hikonol KapTkH NaaTHIK
noLaTkiB abo cepis Ta HoMep nacnopTa)

[pororon sisyaneroro kouTpomo sin 01.09.2020 N 2786/9.

3a  pesyneTavAME  OEPKABHOTO KOHTpOJIIO  BCTAHOBJAEHO, w0 Jnikapeskuif  3aci®  seeseno B Yxpainy 3

AOTPHMAHHSAM BHMOT 3aKOHONABCTBA WOAO 3a6€3NEUeHHS AKOCTI AiKapepkux 3acobis.
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~-Heel

Biologische Heilmittel Heel GmbH

Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: GRIPP-HEEL?®, injection solution in 1.1 ml amponles Ne5 (5x1)
1lponyrmis I'PAI-XEEJb, posunn ans in’exniii mo 1,1 ma B aMuynax Ne5 (5x1)
Batch Ne; 91322 Batch quantity produced in total (packs): 2701
Howmep cepii: 91322 KinexicTs npoxyxuif B cepil (ymakogox): 2701
Manufacture Date 02.04.2020 Registration license number: UA/4268/01/01 valid till 16.03.2021
Hara Bupo6naursa: 02.04.2020 Homep peecrpaniiinoro nocrigyenns: UA/4268/01/01 nijicue Ao 16.03.2021
Expiry date: 03.2025 Country of origin: Germany
Tepmin npugataocri:  03.2025 Kpaina noxomxenus: Himewunua
Testing point / Hoxasnuxu Specification / Chenudbixanin Results / Contrel methods/
AKocmi Pesyavmamu Memodu koumposig
Odour Odourless. Corresponds QCM, It.1, GHP, H2.2.1
3amax Bes sanaxy. Binnogigae MK, n,1, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur, 2.2.1
HposopicTh Ipozopnii. Bianosinae MKH, n.2, €sp.®. 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles®
Mexaniqni sraovenns: TpakTHYHO BiakHAI BiT YacTOK. Bianosinae MK, 1.3, €8p.®, 2.9.20
BHOUMI 9aCcTKHY
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
KonsoposicTs Besbapanuii. Binnosinae MKA, 1. 4, Epp.®. 2.2.2
Colour of ampoules Colourless. Cormresponds QCM, It. 5,visvally
Konip amnyn Be3bapennit. Bixnosinac MK, .5, BisyaasHo
Exstractable volume 1,10-1,26 mi/ampoule (1,1050-1,2707 g/ampoule), 1,16 ml/ampoule QCM, It. 6, Ph. Eur. 2.9.17
O6'em, mo BUTATAETR S 1,10-1,26 ma/amnyay (1,1050-1,2707 r/amMoy.y), 1,16 ma/amuryny MKHA, n. 6, €ep.®. 2.9.17
Osmolality 285-315 mosmol/kg. 299 mosmol/kg. QCM, It. 7, Ph. Eur. 2.2.35
OcmonsanbuicTs 285-315 mocmoan/kr. 299 mocmoan/kr., MKH, n. 7, Esp.®, 2.2.35
pH 5.0-6,7. 3,5 QCM, It. 8, Ph. Eur. 2.2.3
pH 5,0-6,7. 55 MK, n. 8, €ap,®. 2.2.3
Sterility Sterile. Corresponds QCM, It.5, Ph.Eur. 2.6.1,
membrane filter method
CrepuabuicTs Crepuanuuii, Bianosinae MK, n.9, €sp.®, 2.6.1, meTon
mMemGpanHol pinnrpanii
Bacterial Endotoxins Max. 3,4 L.U/ml. <3.,4 LU./ml QCM, It. 10, Ph. Eur. 2.6.14
BaxTepianeni engoroxcunn Maxe. 3,4 MO/mu. < 3,4 MO/ma. MEA, n, 10, €sp. ©, 2.6.14
Particulate contamination: Per ampoule: QCM, It. 11, USP 783,
sub-visible particles Max. 6000 particles size > 10 um. 10 particles/ampoule | Ph. Eur. 2.9.19
Max. 600 particles size > 25 um, 0 particles/ampoule
Mexaniuni pxmovenus: B oauii amnyi: MKA, n. 11, ®. CILA 788,
HeBHAMMI 9acTKH Maxce, 6000 gacTor posmipom > 10 M. 10 yacrox/amoyny | €pp.®. 2.9.19
Maxke. 600 yacTox posmipom = 25 mrm. 0 wacror/amnyny

* the result is obtained from IPC / *Pe3yNLTAT OTPEMYIOT i3 IPC (corTpOAYS ¥y Mponeci BRpoGaANTES)

Site of manufacture: Biologische Heilmitte] Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-B

Manufacturing and quality control license number: DE_BW_01_MIA 2020 0009.
BupoGauga ninsauus; Bionorime XalnemiTrent Xe

Homep ninensii Ha pupoSupnTeo TA KOHTpOMto sikocTi: DE_BW_01_MIA_2020_0009.

1 hereby confirm thar the above information is authentic and accurate. This baich
Ppackaging/labeling and quality control at the above mentioned recognized building in full
regulatory authority and with specification in the marketing authorization of the importing cou

records were reviewed and found to be in compliance with GMP,

Ium a nidmeepoaeyio, wo nasedena suwje ingopmanin € cnpasacnseio | mounoro, C
ynaxoeana i nepeeipenn, 8 mesicax RPONEOYPU KORMPOMIO AKecHE N
sumoz npagun Hanexcrol Bupobunuvoi Hpaxmuxu {GMP),
sionosionocmi do cnewupinaniyi,
nepedfauennsmu 0na Pocaidncysan
nepegipena, i 6yno scmanosneno,

Name / I1IB:
Signature / Mignme:

Position / Iocana:

Date of release / JlaTa BHuYCKy cepil B npogas:
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Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str, 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49" 0)7221/501-640

Dx. o w140 5—@? O3 14 A0AO

aden, Germany.

enb 'm6X, JI-p Pexeper-nrrpace 2-4, 76532 Banen-Bagen, Himeaunna.

of product has been manufactured including
compliance with GMP requirements of the local
ntiy. The batch processing, packaging and analysis

epia npenapamy yna suzomosnena, g momy wueni
@ 3u3navenili gume supobuuvili dinsnuyl 8 nosniit eidnosionocmi do
BCIMAHOBNEHNX MICHESHM PEYRAMOPRUM Opzanom,

0 MAKRexe & ROGHIN

hepeobavenux y Jiyensii Ha eupobnuymso Kpainu-isnopmepa 31 cnewuixagiamu no npodykyito,

Dr. Martin Kithn / J-p. Mapmin Kionf)

[ @amieas N

Quality Control Manager / Vnosnoeaby

20.05.2020

ux AKAPCLRUX 30c06i6. Hoxpmenmania cmocogno eupofnuymen,
{0 6oHa siOnosidac sumozam Hanescnor Buposnuuor Hparmuru {i GMP).
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