-Heel
Biologische Heilmitiel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTU®QIKAT SKOCTI

Product: VERTIGOHEELS, solution for injection 1,1 ml in ampoules Ne5 (5x1)
Hponykuis: BEPTITOXEEJIb, po3unn ana in’exuifi mo 1,1 ma B ammyanax NeS (5x1)
Batch Ne: 04961 Batch quantity produced in total (packs): 3132
Homep cepii: 04961 Kinbkicrs npoaykuii 8 cepii (ynakorok): 3132
Manufacture Date 23/01/2024 Registration license number: UA/5303/01/01 validity period unlimited
Jata supobHuuTBAa: 23/01/2024 Homep peecrpauiiinoro noceinyenss: UA/5303/01/01 Tepmin aii neobmexennii
Expiry date: 12/2028 Country of origin: Germany
Tepmin npuaaTHoCTi: 12/2028 Kpaina noxomxenna: Himeuunna

Testing point / IMokaznuxu Specification / Cieuudhixayin Results / Control methods/

axocmi Pespnvmamu modu Ko 10

Odour Odourless. Corresponds QCM, It.1, GHP, H2.2.1
3anax Be3 janaxy, Bianosiaac MK, n.1, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
IIpo3opicTs Tpo3opuii. Bignosinac MK, 1.2, Cep.®. 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, IL.11, Ph. Eur.2.9.20
visible particles*
Mexaniuni srmouennn: IpakTuuno siasunii sin wacrok. Binnosiaac MKS, n.11, €ep.d, 2.9.20
suaumi vacTen®
Colour Colourless. Corresponds QCM, It. 3, Ph. Eur. 2.2.2
Koasoposicts Beabapsinii. Bignosinac MK, n. 3, €sp.@. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Koaip annya Besbapsnuii. Bianoeinac MK/, n.4, siyansuo
Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule). 1,17 ml/ampoule QCM, It. 5, Ph. Eur. 2.9.17
06'cy, u10 BUTArACTLER 1,10-1,26 ma/amnyay (1,1050-1,2707 r/asmnyay). 1,17 ma/amnyay MK, n. §, Cep.®. 2.9.17
Osmolality 285-315 mosmol/kg. 306 mosmol/ke. QCM, It. 6, Ph. Eur, 2.2.35
Ocmonuabiicts 285-315 moemonn/Kr, 306 mocmostn/xr. MK, n. 6, €op.®. 2.2.35
pH 5,2-7,0. 6,0 QCM, It. 7, Ph. Eur, 2.2.3
pll 5,2-7,0. 6,0 MK, n. 7, €sp.®. 2.2.3
Particulate contamination: Per ampoule:
sub-visible particles Max. 6000 particles size > 10 pm. 16 particles/ampoule | QCM, It. 8, USP 788,

Mexaniuni srmoueng:
HEeBHANMI TACTKH

Max. 600 particles size > 25 pm.

B oaniii amnyai:

Magke. 6000 yacTok poamipos 2 10 mics,
Maxc. 600 wacTox posmiposm = 25 mkm,

1 particles/ampoule

16 uacrox/amnyny
1 uacTox/amnyny

Ph. Eur. 2.9.19

MK, n. 8, ®.CILIA 788,
Cop.®. 2.9.19

* the result is obtained from IPC / *pesyasTaTt oTpumyiors i3 IPC (koHTpoas

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 7452ZE adeﬁmn.

Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093. 7‘%
BupoGuuua ainsuuun: Biosorime Xaitasmitrens Xeeas 'm6X, -p Pexeser- $

Homep ainensii Ha BHpoSunUTBO Ta KoHTpoaio sikocti: DE_BW_01_MIA_2023 (N
1 hereby confirm that the above information is authentic and accurate. This batch of produ

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

Crepunsuiets Crepuabimii, Binnosinac MK, n.9, Cop.®, 2.6.1, meTon
membpannoi dinsrpanii

Bacterial endotoxins Max. 3,4 I.U./ml. QCM, It. 10, Ph. Eur. 2.6.14

bakTepiaabni enpotokennn | Mawxe, 3,4 MO/au, . KS, n.10, €sp. ®. 2.6.14

flanufactured, including

packaging/labeling and qwﬁfy confrol at fke above mentioned recogm ed bz.u!dmg in ﬂrﬂ comphance with GMP reqnirem&({il‘e

maxodie 6 nosniit eionosidnocmi 0o cnequixayin, nepeddayenux y JTinensii na supodiuymeo xparfm—iu

i?mc c@g‘a‘:ﬁ‘}

(T

cneyudpikayissu na npodyxuiio, nepedéanenumu dna docaidncyeanux nikapcokux 3acodie. JJokymenmayin\Lingeosioe. 3‘3\ \
-~ i
eupobnuymea, nakyeaiia i ananisy cepii fyna nepesipena, i Gyno ecmarnoaneriio, o ¢ona sidnogioae susoza renol

Bupoénuuoi Hparmuru (GMP).

Name /I1Ib

Signature / ITignue:

Position / Ilocana:

Date of release / laTa Bunycky cepii B npoaasx:

Vef'ena Wieland / Bepena B’cnend

Quality Control Manager / Ynosnosadiceiia ocoda 3 Konmponio akocmi

14.03.2024

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 CJIVKBA 3 HKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCHKIA OBJIACTI

npos. Ceitauysoi Hagii, 3, m.Kuis, 02099, ten/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €ZIPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKpaiHy JiKapcbKOro 3acody

10.05.2024 Ne 22520/24/10

BEPTIT'OXEEJIb
(naiiMeHyBaHHS NiKapchKOTo 3acoby 3rifHO 3 peecTpauiiiHiM NOCBIAYEHHAM)
po34nH A3 in'exnii mo 1,1 ma B amnyJi; no 5 ammyJ1 y KOHTYpHil YapyHKoBiil ynakosui; mo
1 KOHTYpHil YapyHKOBIiH ynakosui y Kopooui 3 KapToHy
(hopma BuNycKy, HO3yBaHHS, BHJ IAKYBaHHA JiKapchKOTro 3acofy)

Howmep peecrpauiitnoro nocsinuenns UA/S5303/01/01 crpox aii peectpauiitnoro nocsimuenns 01.01.2099
Cepis nixapcskoro 3aco6y Ne 04961 Kinskicts BBe3eHoro jikapeskoro sacoby 3132

BupoGHuk bionorime Xaitnemitrens Xeens 'M0X, Himeuunna
(naliMeHyBaHHA BHpOOHMKa fiKapChbKOro 3acoby, KpaiHa MoXOKeHHA)

Beeseno B Vkpainy Topapucreo 3 oomeskeno BixnosizaasuicTio "KACKAJI MEJIIKAJI

PEI'TOHM", inent. xon: 35757357

(HaiimenyBanna Ta ko 3a €JIPTIOY ropuanunoi ocobu abo npissuiue, iM' 4, 110 GaTbkoBi hiznunol
ocobu - mianpuemus, ii micue MPOKHBAHHA Ta peem‘pamﬁnm{ HOMep QALIKQBOT KAPTKM ILIATHHKA

ITporokoa Bizyanasuoro kourposmo sin 06.05.2024 Ne 1239/2.

3a pesynbTaTaMM JIEPKABHOTO KOHTPOIIO BCTAHOBIEHO, 10O JHKAPCHKH
JOTPHMAHHSAM BHMOT 3aKOHOIABCTBA 110710 3a6e3neuenns SKOCTi iKapCh
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