JEPXABHA CITY)XBA YKPAIHH 3 JIKAPCBKIAX 3ACOBIB
AEPKABHA CJ1YIKBA 3 JIKAPChbKHX 3ACOBIB
Y KHIBCBHKIH OBJACTI

M.Kuis, Byn. Camora Ilermop, 16, 01032, (044) 288 30 02 (044) 288 31 69
E-mail: kyivobll{@diklz.gov.ua, Kox €IPIIOY 37078774

_ BUCHOBOK
PO SKiCTH BBE3¢HOr0 B YKpaiHy JiKapchKoro 3acofy

15.05.2013 p. Ne 27700/13/10

_ECHA-JIIMOH® IH'EKIL.600

(HaliMeHYBaHHA NIKAPCHKOTO 33000y 3rillHO 3 PeECTPAHHEM NOCBITYCHHIM)
PO34HH pis iH'eknil, 25 Mr/mu mo 24 ma (600 Mr) B ammytax Ne 5

(dopma BUITYCKY, NO3YBAHHS, BHJ [IAKYBAHHSA NKapChKoro 3acoly)

‘Homep peectpaniiinoro nocsigeenas UA/4179/02/02 crpoxk aif peectpamiiinoro noceimuenns 28.01.2016

'Cepis nmixapcbkoro 3acoby Ne 006183 Kinekictb BBE3€HOTO Jikapcekoro 3acoly 2548
‘Bupo6rux Xamensn @apmackiotikam I'm6X, Hivewspga
(HaliMeHyBaHHA BUPOOHKKA JIIKAPCHKOT0 3aco0y, KpaiHa MOXOKEHHA)
Breseno B Vipainy Cuoinsae yKpalHChK0-€CTOHChKE MANPHEMCTBO Y POpMi TOBaApRCTBA
3 oOMexeHo10 BignoBizaapnicTIo 'OnriMa-®apm, JITR", inenr. xon:
21642228

| (HaliMcHYBAHHESA T m?;aJGIIP-IrIOY -lo_pmqnoi' ocobr abo npirsmme, iM's, no 6aTExoOBi tbiamdf ]

ocobm - nipmpreMns, i Micue NpoXUBARHSK Ta peccTpaitinui HoMep obMikoBOT KapTKY IIATHHKA
nonaTkiB abo cepid Ta HOMEP BAcnopTa)

TNporoxou BisyansHoro keatpomo ix 15.05.2013 p. e 1606/5.

32 pesyNLTATAMH JEPKABHOTO KOHIPOMIO BCTAHOBJEHO, WO Jikapchkil 3aci6 BBeseHo B Vkpaimy 3
AOTPHMAHHSAM BAMOr 3aK0HOJABCTBA MO0 3a6eatieyeHHs AXOCT] JIKAPCHKHX 3ac06iB.

nixapcnm}*é@g B y KfiBCh a Dﬁﬂacn . B.B. lllepemera

(nocanosa ocofia OPTANY-KEPRABHQe KGHTHIIO) (i) (imijam Ta npisanme)
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Minreepaoxenns sixnosinmocti/Confirmation of compliance:

'_IJ,'HM A HIATBEPIKYIO, IO I TapTiN mmpchm 3acobiB BEFOTORNEHR T Npote uepempxy'
'BIAIORBINHO 1O mc'zpymnﬁ OTOCOBHO 00Ty Nikapcekdx 3acobis. lmcrpyswil 3aNO0BONBHAIOTE.
BEMOraM 3aKoHy 1po yikapesxi 3acobu (AMG) Ta NocTanoea npo BEXOTORNCHAN JKAPCHEAX

‘sacobiB T2 Alrowax pevosaH (AMWHYV).

‘Hereby I confirm that this medicinal product baich was manufactimed and tested in accordance

with instructions on medicinal produets turnover. The instractions comply with requirenents of
the Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products
and active Substances (AMWHY).

OxpiM 1poro, 1 MATBEPIKYIO, IO HapeeHs iAGOpMAiz € COpABAELOIY T2 MPABEIBHOIO.

Mapris npopyxry Oyna BHYOTORNCHA, YUAKOBAHA Ta IEPCBIpCHA 3A3HEMCHHAM BHNE

NNOPACMCTBOM-BAPOOEMKOM Yy NOBHIE BlgmoBimHEOCH 3 BEMOraMd mone Hanexnol
Bapobreol Ipaxrexy (GMP) sizmosizanmsuoro oprayy igcmexmii. Bnpoﬁma' JOKYMEHTaig,
IPOTOKONHM [AKyBAEEA TR MPOTOKON KOHTPONEO AKOCTI mpolmma mepeBipRy Ta BiamoBixaioTh
ycrarosieHaM napaMerpan GMP.

‘Besides, T confirm that the information presented is true and correct. The product batch hes been
msnufactured, packaged and tested by the above manufachwer in full compliance with

requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority.

Production docurnentation, packaging records and quaJ:ly oontipl record havepassed verification
and comply with established GMP parameters. ’
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| cylmd)aTy Mml (II)/colour reacﬁon
with copper sulfate
Kimskicye susnasenns ansda- | 23,75- 26,25 mg/ml (95-105%)
ninoepa xucnora /Content atpha |
lipoic acid .
Jomimka 6,8 Enirpitio- |
{-oxranoBa kucnora/Imrurity 6,8 | <0,5% - <0,09%
| Epitrithicoctanic acid
Herusznaueni noMimx, <0,5% punycx/release <0.13%
1 oxpeMo/unknown, single < 1,0% BIPONOBX TepMiny {
npaparaocty/shelf-life
1 3araibBa KiNsKCTs < 1,0% pemyci/release |
| momimmox/Total impurities < 2,0% Buponos® TepMiny | <0,13%
apupardocti/shelf-life
C’mﬁiﬁmiﬁﬂliﬁifonnﬁf TMac 6yTH crepmmdMust bestenl | 'BiitﬁdnmadConfnnns
| Basrepiamai <1,8 BU/ml " <1,8 EU/u!
| egaoToxcrem/Endotoxines B




e, '[den'uty of ethylene diamine

CEPTH®OIKAT SIKOCT

hameln
pharme

CERTIFICATE OF ANALYSIS

[ Hassa nponykiyfname of product

B Emanmoa@ﬁﬁﬂm’mlf]ispahpon%(}()m_] , ]

POSTHH Jnf IW'exariit 25Mr/mn /solution for
injections 25 mg/ml;
aMuyia 24 mn NeS/amp. 24 miNo5

Kpa‘ﬁ_@ gqiomeHH}!Counﬁy' of origin )

Hiveqma/Germany

Peccrpamifumit Bomep/Reg.CertNo UA/4179/02/02 (nje no/exp. 28.01.16)
1 Homep cepii/Batch No 006183
Poamip cepii/Batch size 4490 ynakosok/packs
Jara supobaanrTaa/Manuf. date 01702/2013
Tepmin npraaraocT/Exp.date 02/2016
Bupo6ma/Manufacturer XaMénsn DapMachioTHRANC I'm6X,
HiMewramuaa/Hameln Pharmaceuticals GmbH, |
Axpeca/Address Jlagrec ®emy, 13, 31789 Xamemsw,

Himerymna/ Langes Feld, 13, 31789 Hameln,

Gamany

B :;66mma jﬁuﬁiﬁiaManuf. License No

DE NI 02 MIA 2010 0004!414{]1!}1-14

{ Cepradirar IIBIVGMP Certificate No

DE_NI 02 GMP 2012 0004

 XapaxrepacTaxu/Characteristics | CHEIJAGIKAIS/SPECIFICATION | PE3Y.TﬂaTATfRESULT |
Omuac/ Description IIposopeit sencHynaro-Rosreif | Bianosinae/Conforms |
| Clear srﬂg‘hmeous solution 5
ITpozopicTs/Clearance Tposopaii y nopistsii 3 Bimnosinae/Conforms
sooto/Clear in comparison with
water )
Kom-oposicrs/Colour He 6imsmx xombopoeuit 3a/Not more | Bimnosimae/Conforms
. o colored than GY1 -
O6’eM, M0 BETATACTHOS 24.0 25,5 nil 25,1 ml
/Extractable volume |
pH | 8,0-3.4 A 8.3
| OcmomunbiicTs/Osmolality 21445% mOsmolfkg | 210
| Ilinsaicrs/Density 1,005-1,007 gm/ml | 1,006
| Mexaniami ‘Bummdi  pxmrouenns  BigcytHi/Free | Bimrosimae/Conforms
prmoyeHns/Particulate matter | from visible partionlate matters {
He 6umame/NMT 6000 > 10 poo. | 509
| Hebimme/NMT 600>25pm 20
Iocamadizanis ansda-tinovss. | Opuurosudl  vac y*[pnmanmx miKis | Binnesinac/Conforms
| xaenora/ldentity alpha lipoic ._,EIOCJILE?KYBHIIOI'G T0-- ST piuuro'.. |
1 Inenradixanis evunenmiamMiny/ I{o.nmpon / ,@Q% s
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