HEPKIIKCIIYXBA VKPATHU
JAEPIKABHA CIYXKBA 3 JIIKAPCBICI;!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KUIBCHKIH OBJACTI

npocnekr Banepia Jlo6anoscekoro, 51, M. Kuis, 031 10, Ten/daxc: (044) 27530630
E-mail: dis.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
npo SKiCThL BBe3eHOro B Ykpaiuy JikapcbKoro 3acoby

07.02.2020 Ne 3899/20/10

BEPTIT'OXEEJIb

{naivenysanas nikapoexoro 3acoby ariaHo 3 peecTpeiifEm Nock MueHAM)
Po3uHH I in'excnili mo 1,1 ma s amaymni; o 5 aMOy N y KOHTYpHil wapynkosiii ynaxoeni; no
1 xourypaiil 9apyukosiii ynaxosui ¥ kopobui 3 kapromy

{(hopMa BYTIYCKY, HO3YBANHA, BWI NAKYBARRES TMiKAPCHKOTO 38¢00Y)
Homep peecrpaniitaoro nocsimuenns UA/5303/01/01 crpox nit peectpaniimore rocsizuemsn 01.01.2099
Cepis nixapcskoro sacofy Ne 89344 KintkicTs BBeseroro mikapesuore sacody 3000

Bupofuux Biogorime Xatinsmitrems Xeems I'm6X, HiMeuuuna

(nalimenypanus Bupobanka AikapesKore 3acofy, Kpajns TOXOIMCHES )

Baeseno 8 Vipainy Toaapnc’mo 3 o6mesxeHoN0 BignosizamsuicTio "IOBIAYW G APM
TPEUAN, inewr. xon: 39278099

{nadiverysanns Ta koa 3a €IPTIOY iopuauanof ocobu abio TpisRRINE, M8, N0 GaTerosl dizeasol
ocoly - niznpremus, ¥ Micue IpoxuRanng Ta peecTpaniiiui somep 061ikonoT KapTky miaTHEKA
nonarkis abo cepin Ta Homep uacmopTa)

Hporoxoa midyanssoroe kouTpoas iz 31.01.2020 N 0281/3.

3a pesynbTaTaMW  JEpKABHOIO  KOHTpOMO  BCTAHOBJIGHO, O nikapcbkwil  3aci6  mEeszeno n Yepaiuy 2
AOTPEMAHHSAM BiMOT 32KOHO/EECTEA IINNO 336E3NETSHRS AKOCTL J1i KapehKuX 2acobin.
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Product:
Ipoaoyknis:

A7

~Heel

Biologische Heilmittel Heel GmbH, Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTU®IKAT SKOCTI

VERTIGOHEFELS, solution for injection 1,1 m! in ampoules Ne5 (5x1)
BEPTIT'OXEEJIb, posyan aas in’exnii no 1,1 mu s ammynax Ne3 (3x1)

Batch Ne: 89344 Batch quantity produced in total (packs): 3000
Homep cepil: 89344 KinnxicTe npoayxuii 5 cepil (ynakosox): 3000 . ) .
Manufacture Date 24.09.2019 Registration license number: 1A/5303/01/01 validity period unlimited
JaTta BupofHpuTRA: 24.09.2019 Homep peccrpaniiivoro nocsiryesns: UA/5303/01/01 tepmiH ail HeoGmexenni
Expiry date: 08.2024 Country of origin: Germany
Tepmin npuoaTHOCTI: 08.2024 Kpaina noxomwenns: Himeuunna
Testing point/ Hoxaznuxu Svecification / Cneyndiranin Results / Control methods/
axpcmi Pezynpmamn Memodu xoumpomo

Odour Odourless. Corresponds QCM, It.1, GHP, H22.1

3anax Bea 3anaxy. Binnosigae MK, n.1, GHP, H 2.2,]

Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1

Ilpo3opicTb Tlpozopuii, Binnosinac MK, n.2, €8p.P, 2.2.1

Pasticulate contamination: Practically free from particles. Corresponds QCM, it.11, Ph. Eur.2.9.20

visible particles*

Mexaniuni BrNOYeHNA; IlparTiyio BiALNHA Bij YACTOK, Bianosinac MXH, n.11, €ap.D, 2,920

pyavmi sacTrn*

Colour Colourless. Corresponds QCM, 1. 3, Ph. Eur. 2.2.2

KoabopoBicTL BestapBHni. Binnosiaae MK, w. 3, Epp.P. 2.2.2

Cotour of ampoules Colourless. Corresponds QUM, It. 4,visually

Koaip amnyn beabapeuun, Binnosinae MK#, n.4, BisyansHo

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'eM, O BHTAracTLCR 1,10-1,26 ma/amnyaty (1,1050-1,2707 r/amnyny). 1,17 ma/amnyny MEKSL, n. S, €sp.P, 2.9,17

Osmolality 285-315 mosmol/kg. 305 mosmol/kg. QCM, it. 6, Ph. Eur. 2.2.35

OeMoaANLHILTE 285-315 MOCMOIL/KE. 305 mocmons/Kr. MKH, n. 6, Eap,d, 2,235

pH 3,2-1,0. QCM, It. 7, Ph. Eur. 2.2.3

pH 32-7,0. MXS, 0, 7, €ap.®. 2.2.3

Particulate contamination: Per ampoule:

sub-visible particles

Mexanigni Bmovenusn;
HeBHARMI YaCTKH

Max. 6000 particles size > 10 pm.

Max. 600 particles size = 25 nm,

B onnifi amnynis

Maxe. 6000 gacTor posmipom > 10 Mmrm,
Make. 600 yacToxk poaMipom = 25 MM,

33 particles/fampoule
1 particles/ampoule

33 uacTok/amMnynny
1 uacTor/ammnyTy

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

MKAH, n, 8, P, CIIA 788,
€sp.P. 2.9.19

Sterility

BaxTepiannni eng0TOKCHHH

Mawe. 3,4 MO/ma.

< 3,4 MO/mn.

Sterile, Corresponds QCM, 1t.9, Ph.Eur. 2.6.1, membrane
filter method
Crepunbricts Crepunsnnil, Binnoeipac MEKHA, n,9, Esp.D, 2.6,1, meTon
memGpanuol pineTpauil
Bacterial endotoxins Max. 3,4 1,U./mi. <3,41U./ml, QCM, It. 10, Ph. Eur. 2.6.14

MK, n.10, €sp. ®. 2.6,14

* the result is obtained from IPC / *pesyanrar orpumyoTh i3 IPC (XOHTDPOAE ¥ Npoueci BHPOGHKIITEA)

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.
Manufacturing and quality control license number: DE BW_01_MIA_2019_0055.

Bupobunua aincunng: Bionorime Xafnsmitrens Xeenr I'm6X, [I-p Pexeser-mrpace 2-4, 76532 Banen-banen, Himewanna,
Howmep niuenaii na pypofuyurso Ta woaTponio awroeri: DE_BW_01_MIA_2019_0055.
1 hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and guality control at the above mentioned recognized building in full compliance with GMP requirements of the
local regulaiory authority and with specification in the marketing authorization of the importing country. The baich processing,
packaging and analysis records were reviewed and found 1o be in compliance with GMP,
Ium 2 nidmeepOxcyio, o nasedena eunie ingopmania e cnpacxcrvoro | mounoiwo. Cepin npenapamy 6yna ¢uzomosiena, 8 Momy
yucai ynakoeauna i nepesipena, ¢ medicax Npoyedypy Konmpone axocmi na 3a3nayeniii suwe supebnuniil dlnvnunl ¢ nosni
gidnosidnocmi oo sumoz npasun Hanexcnol Bupotnuuol Hpaxmurn (GMP), scmanoenenux MICHEGHM PeyilAMOPHUM OPZAHOM, a
maKoc 8 hosniil glonogionocmi 0o cneynikayiit, nepedbavennx y Jdiyensii Ho supobnuymeo Kpainu-imnopmepa 31
creyugirayiamu na npodyxyir, nepec)ﬁauenmu 1A docnhidxcysanux nixapepkux 3acodis. Joxymenmayia cmocosno

6HPODHUYMBE, NAKYGaNHA | ananizy ce;:l.u' @ﬂa nepeeme}m, i fyno gcmanosneno, wio sona sionoglioac sumozam Hajeycuol
Bupotuuvol Hpaxmuru (GMP)"' “

Name / II1E:
Signature / Diamne:

Position / Ylocana:

Date of release / aTa panycky cepn B nIpoaaK:, e

4 Dr. Martin Kiihn - /l-p Mapmin Kion.
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HEPHINMKCIIYIKBA
AEPKABHA CJIYKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCBKIH OBJIACTI

mpocniext Banepis JloGanoseskoro, 51, m. Kuis, 03110, Tes/dpaxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kox CIAPIIOY 37078774

BUCHOBOK
npo AKiCTL BBE3eHOro B YKpaiuy JKapCBKOro 3acoby

09.12.2020 Ne 66592/20/16

BEPTIT'OXEEJb

(Halimenysaiss nikapcbkoro 3ac00y arizuo 3 peccrpatifinum HOCBIAMEHHAM)
PO34HH A id'exnii mo 1,1 Ma s ammyai; no 5 aMnyJ y KOHTYpHiil yapynkosiit ynakosui; no
1 xonTypniii sapyuxosil ynakosui Y Kopobui 3 kapToHy

(hopma punyexy, nosysanis, sua NaKyBaHHSA fikapchKOro 3acoby)
Homep peccrpauifitoro noceinsenus UA/5303/01/01 cTpox Al peectpauiiinoro nocsimuenss 01.01.2099
Cepis nixapeskoro sacofy Ne 91429 Kinekicts sBesenoro nixapewkoro sacoby 3274

BupoBuuk Bionorime Xa#tnemiTrens Xeens I'v6X, HiMeuunua
(BaliMerysants srpofruKa nikepeekore sacody, kpaina TIOXOJKEHHNA)

DBaesero B Vrpaliy Torapucreo 3 o6meskenoo BianoBiNAXLHICTIO "IOBIAH ®APM

TPEU", inenv. xon: 39278099
(Halivenypanus Ta kon 3a €PTIOY lopuarHoT ocobu Ao npisawule, is'e, to Garskosi (iuuHoY

0colH - RIANPHEMIS, TT Micue RpOKUBANHS T2 peecTpauifinuit nomep o6MIKOBOT KapTKY NIATHHKE
nozarkin 260 cepin Ta Homep nacropra)

HpoTokon sisyansnore xonrposmio siz 03.12.2020 N: 4250/5.

M e»?é,?
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3a  pesyasratamy ACPKABNOTO  KOHTPOJIO  RCTAHOBAGHO, HIO nikapceknit  3acy
[OTDHMADHAM-sipMor 3aKOHONABCTEA 1100 3abelneueuus z}tocﬂ NRAPCHKUX 3
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~Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Product: VERTIGOHEEL?®, solution for injection 1,1 ml in ampoules Ne5 (5x1)
Hpoayknia: BEPTII'OXEEJID, posuan ana im’exnifi mo 1,1 mn B ammynax Ne5 (5x1)
Batch No: 91429 Batch guantity produced in total (packs): 3274
Bowmep cepii: 91429 Kinexicre nponyxuii B cepil (ymaxosok): 3274
Manufacture Date 09.04.2020 Registration license number: UA/5303/01/01 validity period unlimited
Hara supofHANTBA; 09.04.2020 Homep peecTpauifinoroe nocsingenus: UA/5303/01/01 Tepwmin aif neobmexenni
Expiry date: 03.2025 Country of origin: Germany
TepMin npagaTHOCTI; 03.2025 Kpaina noxogxennn: Himegunna
Testing point / Hoxazuuxu Specification / Cnenudirayin Results / Peaynomamu Control methods/
axocmi Memoou xonmpono
Odour Odourless. Caorresponds QCM, It.1, GHP, H2.2.1
3anmax be3 aanaxy. Bingoosinae MKSL, o1, GHP, H2.2,1
Clarity Clear, Corresponds QCM, It. 2, Ph. Eur. 2.2.1
Ipo3sopicTn Ilpozopnii. Bignosinae MKA, n.2, €ep.®. 2.2.1
Particulate contamination: Practically free from particles, Corresponds QCM, 1t.11, Ph. Eur.2.9.20
visible particles*
Mezaniugi Braogennn: Ipaxruano BinbuHii Big yacToK, Bigoosinac MKH, n.11, €sp.®. 2.9.20
BUARMI yacTKE*
Colour Colourless. Corresponds QCM, 1t. 3, Ph. Eur, 2.2.2
KosopogicTs Be3bapsunit. Binnozinac MK, n. 3, €ep.®. 22.2
Colour of ampoules Colourless. Corresponds QCM, K. 4,visually
Konip amunyn Be3fapeusii, Binnosinac MK, n.4, sizsyaanno
Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule), 1,14 ml/ampoule QCM, It. 5, Ph. Eur. 2.9.17
O6'em, Mo BATATACTLCA 1,10-1,26 ma/ammyay (1,1050-1,2707 r/amnyay). 1,14 ma/ammyany MK, n. 5, €sp. 0. 2.9.17
Osmolality 285-315 mosmol/kg. 306 mosmol/kg. QCM, It. 6, Ph, Eur. 2.2.35
OcMonaasricTs 285-315 mocmoan/KrT. 306 mocmonn/Kr. MKA, n. 6, €ep.®. 2.2.35
pH 52-7,0. 59 QCM, 1. 7, Ph. Eur. 2.2.3
pH 5,2-7,0. 5,9 MK, n. 7, €8p.®. 2.2.3
Particulate contamination: Per ampoule: QCM, I1. 8, USP 788,
sub-visible particles Mazx. 6000 particles size > 10 pm. 16 particles/ampoule Ph. Eur. 2.9.19
Max, 600 particles size = 25 jm. 0 particles/ampoule
Mexagiuni sBkmogennn: B onmiit amayJti; MKA, u. 8, ©.CIIIA 788,
HeBHAEMI YacTKH Mazxce, 6000 waeTox posmipom = 10 mixm. 16 wacTox/aMnysy €pp.0. 2,9.19
Maxe, 600 gacTorx posmipom 2 25 mxm. 0 wacTox/amnymy
Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.1,
membrane filter method
CrepanbaicTs Crepunsunii, Binnosimac MEA, n.9, €rp.W. 2.6.1, MeTon
memOpannol dimLTpanii
Bacterial endotoxins Max, 3,4 LU./ml. <34 LU /ml QCM, Tt. 10, Ph. Eur. 2.6,14
baxrepiansui engoroxcnan Maxe, 3,4 MO/ma, < 3,4 MO/Mma. MK, n.10, Erp. @. 2.6.14

* the result is obtained from IPC / *pesyanTaT oTpEMYI0TE i3 IPC (koBTpOIK ¥ Iponeci BHpoGHENTEA)

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

Manufacturing and quality control license number; DE_BW_01_MIA_2020_0005.

Bupofunaa ainsnnus: Biosorite Xaiuasmirrens Xeens I'm6X, Jd-p Pexeser-mrpace 2-4, 76532 Bagen-Bagen, Himesauna,
Homep srimensii Aa BHPOSHANTEC Ta KORTPOIIO AXOCT: DE_BW_01_MIA_2020 0009,

1 hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP requirements of the
local regulatory authority and with specification in the marketing authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP,

Hum a nidmeeposicyio, nio nasedena sume ingpopmania ¢ gupa IIQun o, Cepin npenapamy Oyaa guzomognena, 8 momy
wueni ynaxesana i nepesipena, e mesicax HPOKEOYPU KOHIYD 7 HRUERTD ene supoOHuuiil Oinonuni 8 nogrii
eidnosionocmi 0o sumoz npasun Hanescnof Bupobnuugt/ Iy ’,, REIMMNOSTCHUX MICHEGUM PEZYAAMOPHIM OpzaHOM, a
maxooic 8 nogrill sidnesionocmi do cneyupicaniii, nepl i
cnenuirayiamu na npedyxyiw, nepedfaternumu dna P
SHPOBRUWMEA, nakysanna | ananizy cepii byna nepegipk
Bupebruvot Hpaxmuxu (GMP),

Name / IIIB;
Signature / ionae:

Position / IMocana:
Date of release / JlaTa BHIYCKY cepil B mponam:
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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
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