-Heel

Biologische Heilmitte! Heel Gmbi

Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTUPIKAT SIKOCTI

Product: VERTIGOHEELS?, solution for injection 1,1 ml in ampoules Ne5 (5x1)
Hpoaykuis: BEPTITOXEEJIb, po3unn gas in’exuiit no 1,1 mu B amnynax Ne5 (5x1)
Batch Ne: 04961 Batch quantity produced in total (packs): 3132
Homep cepii: 04961 Kinskicts npoaykuii & cepil (ynaxkosok): 3132
Manufacture Date 23/01/2024 Registration license number: UA/5303/01/01 validity period unlimited
JaTa Bupebuuursa: 23/01/2024 Homep peecrpaniitioro nocsindenns: UA/5303/01/01 repmin gii Heobmexennii
Expiry date: 12/2028 Country of origin: Germany
Tepmin npuaaTHocTi: 12/2028 Kpaina noxomxenns: Himeuunna

Testing point / Hokaznuxu Specification / Cuienudiixayin Results / Control methods/

axocmi Peaynomanmu Memodu xouniponio

Odour Odourless. Corresponds QCM, It.1, GHP, H2.2.1
3anax Be3 sanaxy, Binnosigac MKS, n.1, GHP, H 2.2,1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
1Tpo3opicTs Ipozopuii. Bignosinac MK/, n.2, Cep.D.2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, IL1T, Ph. Eur.2.9.20
visible particles*®
Mexaiyni prmouennn: Mpaxruuno sinLuniit sig wacTok, Binnosigac MKs, n.11, €op.h, 2,9.20
BUANMI yacTRI¥
Colour Colourless. Corresponds QCM, It. 3, Ph. Eur. 2.2.2
Kannoposictn BesGappnii, Bignosigac MEKJ1, n, 3, Cop.. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Kanip annyn BesGapenuiy, Bignosinae MKS, 0.4, sizyasasio

Extractable volume
O6'eM, U0 BUTATACTHEH

1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule).
1,10-1,26 ma/ammysy (1,1050-1,2707 r/asnyny).

1,17 ml/ampoule
1,17 sut/ammyay

QCM, It. 5, Ph. Eur. 2.9.17
MK, n. §, Cep.®. 2.9.17

Osmolality 285-315 mosmol/kg. 306 mosmolkg. QCM, It. 6, Ph. Eur. 2.2.35
Ocmonanannicts 285-315 mocmonb/Kr. 306 nmocmons/xr. MKS, n. 6, Cep.D. 2.2.35
pH 5,2-7,0. 6,0 QCM, I1. 7, Ph. Eur, 2.2,3
pH 5,2-7,0. 6,0 MK, n. 7, Cop.®. 2.2.3

Particulale contamination:
sub-visible particles

Mexauiuni BRIMOUCHUR:
HEBHANMI TICTKH

Per ampoule:

Max, 6000 particles size > 10 pm.

Max, 600 particles size > 25 pm.

B opuiii asnysi:

Muxe, 6000 uacTok posmipos 2 10 sk,
Magke. 600 uacrox posaipoa > 25 sk,

16 particles/ampoule
I particles/ampoule

16 wacrox/amnyny
1 uacrox/anuyny

QCM, It. 8, USP 788,
Ph. Eur. 2.9.19

MKSL, . 8, D.CILIA 788,
Cop.D, 2.9.19

Bacterial endotoxins
Gakrepiaabui euporokcn

Max. 3,4 LU./ml.
Maxe, 3,4 MO/,

Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6,1, membrane
filter methed
CrepunuuicTs Crepanbumii, Biznoninac MK, 1.9, Cop.D, 2.6.1, meTon

semBpannoy dinvrpanii

QCM, It. 10, Ph. Eur. 2.6.14

\MEKS, .10, Cop. . 2.,6.14

X the result is obtained from [PC / *pesyibTaT oTpumyieTs iz IPC (koHTpos ¥/

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 7 53
Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093.

Bupobuiua ainbunun: Bionoriwe Xajinbmitrens, Xeenn 'm6X, J-p Pexeser-in
Howmep ninensii na BupoGunurso Ta KonTpoaio sikocti: DE_BW_01_MIA_2023

! hereby confirm that the above information is authentic and accurate. This batch of prodn

amfactured, including

packaging/labeling and quality control at the above mentioned recognized building in full cor:rphance with GMP reqmiemems of the

local regulatory authority and with specification in the marketing authorization of the importing cou
packaging and analysis records were reviewed and found to be in compliance with GMP.

Lurm 1 nidmaepovicyro, wo nasedena eue indopaayin € cnpasaicivoro i mousoro. Cepin npenagimy/o)
uncni praxosana i nepesipena, o Mencax npOREOYPH KOUMPONIo AKoCME Ha 3a3iaveliii guue oty ! eDfiu
sionasionocmi 00 eunoz npacin Hanexncnoi Bupodiiol ipaxmuxu (GMP), scmanossiernix i
MAaKoNe ¢ nmmiu mc);mstanocmz o6 cneqm;{mcr:qm, nepet)érwcrm_\ y .Huqeu:rtf na aaporiuuqmao X

Bupodnuuoi Hpaxmuxu (GMP),

Name / ITIb
Signature / [Tinnue;

Position / [Tocana:

Date of release / Jara sunycky cepii 5 nponasnx:
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Quality Control Manager / Ynognosadicelia 0coda 3 KONMpono AKoCHi

14.03.2024

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