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O neranbHom craryée.n kdugcTes bapmalEaiyecniix
_ MNOAYKTOA NagememBeig Hd MemAYNAPSAHLIR PHIHON
‘Haumenosanue s nekapcTaditian hopma

NpoayKra ¢ Maoker?,  KoHughTpat AR
MPUFCTOBAGHUA PALTBOPA AMA dyani L sar/mn

Cequa:Ng, © 5989701

Mpoaywr Ke . 11008554

lofek no "1 08fa0ds

"YEnoBuR XpaneHUA: Npu TemnepaType He Bblwe 25 *C;

MycnseoanTEsb {rovonan fidj:

EBEP- dapma Mera ImbX, Orro-Worrllirpacce; 15, 07745,

Wera, Fepmanun

BrinyexalowHi KoHTp oM RaECTBa:
Blicura DapNiathioTHkana TMEX, Anbdpen-HoBanimlliipaces
10, 40789 MonxaAv-Ha-Pefirie, Fépifaun

HaumeHoDahe ¥ KommiecTeo'
BEWECTRA;

SAnY dihiysa copepmuT 10.0Mr iaocopBiaa awitpara & 10
M pacTeopa.

Hacronumm noateeppaerca, uro ykasaHHuI npogysT
NPOWIBOAMTCA B COOTBETCTEMU C, PeKOMeHAALMAMy 8032
rHagnewalme npakTARM Nph NpdwaBdaciee. U koHTRone
‘KadeeToa. nekaperasiMbik clepcres (GMP) i b cooTaeTCTBMI
HaliMaHAALHOM 3BKOHOATANLCTEE depeparunnoli
‘Pecnybanku epmannua,

YnaxosouHvie' VCXOAHBE MBTEPURNDI THK: e, 2K W
nNpoisgostthehunid Apolises, tipomendroudas 1 forobas
NPOAYRUMA NOAMEMET KOHTPOAID KINECTEA, YCTAHOBABHKOMY
‘B MAUMOHANEMbIX. M  MEKAYHARDAMEX dapmaronenx,
craugaprax FIP w PIC n paBouux npoueaypax dicwua
‘Wapmaceiotnians TMEX W fooTeercreyet cneurdukauvn a
HopwfsrioHoi fibkymeHTaumi Crpdkp ~imnbprepa.
Kacaemo dapmauieaTinietkiis,. fusuueckuk, XumHueckux 1
MMEPOGUONCIWYECHIR NAPBMETPOR, ‘TPEGyemoe: KaUECTE0
XamaoR cepun,  nopTEepwaaeTca.  -CooTeeTCTRYIONEA
AokymerTalins’ SifaHuTeH 6. AEGabe; d Telakisk twecti ner,
Yakeie Wl H 3anutv aticee ia cepuio.

Hactoaumpm — MB1 o nogrecpmasen,  uro
BhEYNOMAHYTRA NPORYAT COOTBRTCTBYET YETaHOBARHHALIM
TheuM@uRaUMAM M BInyue COOTRETETAYIOWUM
KeanibhiiuposaHibIM 3KcridpTom.

Samedanua: Hin )

Bicvka Papygc 1aTBX .
L. A
Pr..Ulrich Baumeistsr

YNONHOMOUEHHOR ANLLO
Qualffied Person.
iMonhelm,

f?,_ :Nb‘- ‘1021

‘HAIKADIO'  aTuaHOrD:

A . s,
CERTIFICATEOFQuAUTY. 7
on thé Legs) Statiis sl Qumlity of Phamacieutical poducts
Moving Iri Intefnztionsl Commerce

Name and dosaga form
of praduct ! Isaket®, eancentrate for solution for
Jnfuslon 1 mg/ml

Batch.no, a5989701L .. :

Antlcle nb, 4 10pds9s, . © P

Expiry date $08/2026 '
Storege’ conditfons: Do not store above 25°C.

MarDfacturerimanufactorsr of th e‘ﬂnl_'sﬁ'e&'dd!ige form};
Ever Pharina Jena BmbH, Ota'Schatt:Str. 18, 07745 dena;
Germany )

Batch relesse site: g

Aeslca Pliirmaceticals GinbH, #lfred:Nobel-Stizsse 10,
40789 Maritigim.am Rhein, Gerriany

Name and omount of each active ingredients:

‘One_ampoule, <oitalns 10.0 mg Isoforbide Dinitrate in

10 ml solutior. . .

It i§ certified tharthe product is routinely maridfactured in
accordance with the WHO recommendations: of *Good
practices in,the manufacture and quality.control of ‘drugs”
(MP) and In accordance with the national legal
tequirements of the Federal Refiublic of Germany,

Packaging and- raw ‘materials as well as manufacturing
process, the bulk product and finished product are Siibject3o
quality ‘controls get forth in natiofiaf and Antermaticial
pharmacopiaeias, F. 1, P, ard P. [.'C. standard$:and aperating
pracedures of Aesica Pharmaceuticsls, GmbH and camply. to
the. specifications in the Marketing Authorisation of the
importing country.

With respect to-the pharmaceutical, physical, chemical arid
microblolagical specifications. the ragufred quality of every
batch is. ascertained without: reservations. The respective.
documentation will be kept. on ‘file for six years. as master
batch produétidni retard. * -

‘We hereby ®iso certify ‘that the above-mentioned. product
confarms to the established specificatilons and is released
accordingly by thg;responsible qualiiied expert.

Remarks:n/a

Aesica Pharmacauticals Gmb
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Hazsanue nponyxra + M3oket®, KosueKTpar ANt npurotornenta Ppacreopa ana urdysni | ariaa
Produtt heme ISOKET®, concentrate for solution for infusion Img/ml
Cepuiz Na : 3989701
Batch no.
Tlpogyxe Ne : 1008594 i
Article no, .
Creundukauna : PT2.8PZ.03F/00 dated 29.07.2004.
Specification
Xaparepucrixn Kagecraa. TpéGosakins o Kavecrsy Peaynerar
Quislity Characteristics Quality Requirements Actual
Fsenexacuuiit ofnem 10.0-11.0Ma/ ml 0.5 mr{ ml
Extractable volume
Ocaronansmocts 276'-.306 MOcMon/xr 292 »iOchion/ks
Osmolality. mOsmolikg mOsmalkg 1
3 HHOCSTD
enti
HaocopBugs annutpar
Isosorbide dinitrate, . " :
Teer BIXX CODTHETCTBHE AposraTotpamig cpabnenyiy :oot;crnnye "f(
HPLC tast to comply with referonce chromatogram complies
Harpa.xnopsa
Sodium chloride
Oxpaniieanne nuameny: HHTCHCHBHOG. KEATOC QXpaHBANIE CoDTBETCTBYE
Flame coloration deep ond persistent yellow ,cqnigﬁ‘es. '
Peaiairis ¢ inyipavéy cépebpa GeisiA npeunnmTaT, pacTaopmsiy
Reactign' with silvet hitrate péctrope fingmifnys COOTBETCTRYE
white precipitate, soluble in ammonta complics
Huerora
Purity
3navense pH 5.0-70
pH - valug
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Hayeeane nponyxra i Madxer®, xontichtpar Ana npurdroeneints pacrsopn nannidyyaicht | mrivn

Product name ISOKET®; concentrate for solution for infusion Img/ml

Cepya Né + 5989701 )

Baeh iig. * e A

Hponrur!& ; 1008594 E

Article no,

‘Crieusdmxansie: : P72.8PZ.03F/00 dated 29.07.2004

Specification

Xaparrepuernxi Kauscrna, ‘TpeSosanng no Kanecrsy Pésyméu-r A 5

Quallty Characteriitics: Quality Requirements Actual

Konnuecao yaetny _

Paiticulate mattér: He Gonee 6000 dacTHW onTeitiep.2 10xmmn 9 Hn¢THi/ Kok Tediticp
Cerosax 6roknposxa NMT 6000 part.eontainar > 10um part/corilainer
Light blockage i, .

” ' He Sonce ﬁoo.uacmwfxoa-rcﬁunp > 25mxm- u_gm-"[y'}mmemép.
NMT 600 pert./contalner2 25)im part/container

Hurpur

Nitrife
Mierdquant ssttpur-rect; <1 ppm (nacyeit ke san.) <. ppm _
OhPERENCHIR HITpItTd e P
Mieroquant nifrite tost i :

TTocToponume; uuTpatsy

Foreign nitrates
2=u3otopbna mononuTpT A He Goneei0.5'% xasicioro He obhapymens
S-#30copSug mMouonuTpaT NMT.0.:§ %.cach. not detectabla
2:19M and $-1SM He-Gance. 1.0 % » cymnté, 11b omsiomenino x R "
a T vaccopliine Auvirrpary He anpeaensTes
TG detemintion T NMT 105k e sied to ISDIN ot determigable

Koamdeé 3t &

Assay

Hrocopbima aunspar.

Isosorbide dinitrate
Onpaaénerne MeToros BINK (0.95 - 1.05 minen #/ mg/m)

APLC determination. 05%. - 105 %
-3.
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Hassanue nposyxra s Mooxer®, youuerrpar anx npurorosnenna pueteopa maw ndysul | wr/sn
Produit name ISOKET®; cohééntrite fér solution for infsion Tmg/ml .
Cepus M 1 5989701 R T
Batch no.
Tlpoayses Mo : 1008594
Article no.
Crietndurayps i P72,SPZ.03F/00 dated 29.07.2004
Specification
€ i.-
Lls u
Xapakrepucraxn Kageeriia Tpebimarinx mo Kadecray *  PeaibTar
Quality Characteristies Quality Requirements: Actual
MuxpoSaegoruseckan incvora
Microbiolopical Purity
Crepinskocrs Crepitnbies tooreicTaye
Sterility sterile complies.
BagTepHANREE JHAOTORCHHUL £'5.0 En.3/mn < 1.0 En.3/mii
Bacierial Endotoxins: LU/mil LU./ml
o b
i i
Hsoker®, koHURHTPAT A NP0t OB ieHn Pactaopa ana mudiysnit 1 Nnimayresannoi CCPHK.CODTROTCTOYET
criciadHKanMd,
ISOKET®, concentrate for sofution for infiston. Img/ml of the above mentfned batch micels the siieeification.
Lo
aﬂﬁnﬁ-fbapm:bmm MmeX
Aesica Pharmaceuticals- GmbH
z_@ O
H . _. .%i\.\haq ¥ ]

Dr. Yirich'Bag i 1/ £
rich'Baumelster L haaIe)
YrolinoMovetinog . Henonnmeniyioiijonn coomeepfieh
‘Qualified Person Quility- Assvirarice Fiicilitstar
Monheim,.
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