-Heel

Biologische Heilmittel Heel GmbH

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

Product; GRIPP-HEELS, injection solution in 1.1 ml ampoules Ne5 (5x1)
Hponyxuis IPHIT-XEEJIb, posuun fis in’exuiii o 1,1 ma 8 amuyax Nes (5x1)
Batch Ne: 95590 Batch quantity produced in total (packs): 3056
Homep cepii; 95590 Kinukicre npoaykuii B cepil (ynakonok): 3056
Manufacture Date 20.08.2021 Registration license number: UA/4268/01/01 validity period unlimited
Hdata sBupobuunrsa; 20.08.2021 Homep peecrpauiiinoro nocsiguenns: UA/4268/01/01 repain nit neobmeskenii
Expiry date: 07.2026 Country of origin: Germany
Tepmin npugarnoeri:  07.2026 Kpaina noxomxenns: Himeuunna
Testing point / Hoxaznuru Specification / Creuudpinanis Results / Cantrol methods/

axocmi Pespnomamu Memodu koumponio
Qdour Odourless. Corresponds QCM, It.1, GHP, H 2.2.1
3anax Be3 3anaxy. Bianosigac MKSL, n.1, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur, 2.2.1
[MpoyopicTs IIposopuit, Bignosinae MK, n.2, €cp.b. 2,21

Particulate contamination:
visible particles*
Mexauniuni BIOUCHHS:
BHAMMI uacru®

Practically free from particles.

[pakrituno Binkunit Big yactok.

Corresponds

Bianosinac

QCM, 1t.3, Ph. Eur.2.9.20

MI51, n.3, Cap.®d. 2.9.20

Colour Colourless. Corresponds QCM, It. 4, Bh. Eur. 2.2.2
Koaboposicts Bezbapsuuii. Bignogigac MK, n. 4, €sp.®, 2.2.2
Colour of ampoules Colourless, Corresponds QCM, It. 5,visually
Kouaip avnyn BesbapBuuii. Binnosixae MKS, n.5, sisyansuo

Exstractable volume
06'eM, LD BHTSTACTbLSE

1,10-1,26 ml/ampoule (1,1050-1,2707 glampoule).
1,10-1,26 ma/amnyay (1,1050-1,2707 rlamnyny).

1,19 mli/ampoule
1,19 ma/amnyay

QCM, 1t, 6, Ph. Eur, 2.9.17
MK, n. 6, €sp.®. 2.9.17

BaxTrepianbHi cHnoTORCHEH

Maxkc. 3,4 MO/ma.

< 3,4 MO/ma.

Osmolality 285-315 mosmol/kg, 300 mosmol/ke. QCM, It. 7, Ph. Eur, 2.2.35

OcMonsiibHicTs 285-315 mocmoan/ir, 300 MocMoan/kr. MK, i, 7, €op.d. 2.2.35

pH 5,0-6,7. 5,6 QCM, It. §, Ph. Eur. 2.2.3

pH 5,0-6,7. 5,6 MK, n. 8, Eep.®. 2.2.3

Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 2.6.1,
membrane filter method

Crepnibricts Crepuabuuii, Bianosinae MKSL, n9, €sp.®. 2.6.1, Meton
mMemBparunol GiasTpauil

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

MK, n. 10, €sp. ®. 2.6.14

Particulate contamination;
sub-visible particles

Mexaniuni BRAIOYCHHS:
HEBHANMI YACTKH

Per ampoule:

Max. 6000 particles size > {0 um,

Max. 600 particles size > 25 pm,

B onniit amnyai:

Mace, 6000 wacrox poamipom = 10 mkm.
Maice. 600 uacror posmipom > 25 Miat.

6 particles/ampoule
0 particles/ampoule

6 uacror/amnyny

0 9ncTOR/AMESTTT T,

QCM, It 11, USP 788,
Ph. Eur, 2.9.19

MKSL, n. 11, @, CIUA 788,
€ep.®. 2,9.19

* the result is obtained from IPC / *peayantar orpunyiots i3 IPC (xonrposs y npoucci supobunnrsa)

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.

Bupobuuua ninebunus: Bionorime Xaitaumitrens Xeess I'm6X, X-p Pexeper-uirp
Homep jtiuensii Ha BHPOGHHITBO T8 KOHTDOJO SKOCTI: DE_BW 01_MIA_2020_003

1 heveby confirm that the above information is authentic and aceurate. This batch of product has been
and quality control at the above mentioned recognized building in Jull compliance with GMP requiremer
with specification in the marketing authorization of the importing country, The batch processing,

Jound to be in compliance with GMP,

Hun g niomaepdacyio, wo nasedena euwe indopmanin ¢ enpagaeivow | mounor. Cepia npenapamy 6yaa euzomoenena, ¢ mosy wuchi
ynaxosana i nepesipena, ¢ Mealcax upogeoypU KONMPONIO AKOCHE 1A JAINAMENIH sutde supobruyii dinvunni 6 noenii eldnogioneemi oo eustoz
npastn Haneaenol Bupobnuor Mpaxmusu (GMP), scmanosnenux sticyeeun PESYIAMOPIIM OP2AHOM, @ HIAKOJIC 8 NOBHITT 6i0nosidnocni 00

cnequihivayit, nepedbanenux y Jdigensit na supoduuymao Kpainue-innopmepa 3 cnenudixaiamu na npodyryitg, uepedbavenumu onn
docniducysaiix Aikapeskux 3acobis, Jowymenmanin emocosio supobruyinen, naxpsanun § auanizy ceph
GCINANO6NICHO, 1o sona sidnosidae eunozare Haneorenol Bupobnuyor Hpaxmura (GMP). P

Name / TI1B:
Signature / Tlixnuc:

Position / ITocana:

Date of release / lata sunycky cepii B npogask:

Verena Wieland / Bepena B’eneig
g

(/U&é‘/“"\éu\»@/ (

30.09.2021

cal regulatory authority and

packaging and analysis records were reviewed and

a0 axocmi
ies /

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




