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Ne 2021,/0264 or 22:11,2021

0 COCTBETCTBHH JIEKAPCTRERHOI O/ TPEIAPATA TPEROEANHAM,
¥CTAHOB/IERHBIM TIP ET'0 FOCYAAPCTREHHON PETHCTPATIHE

Hagrer~

| HAVMEHOBAHME socopbiga agnpar

_ _ KQHUEHTPAT ANA NPUIDTORNENAA P-N8,ANR
-JJEKAPCTBEHHAR ¢OPMA, IO3UPQBKA Hdbyauic L wr/ma 20.mn; avnyas){10), rauky
KapTaHHBle

‘HOMEP.CEPUY .. 4598780

ORBEM NAPTAN, . ‘ 9016 ynaxaEoK

HATA BLINVCKA S TOAER AGF 01.06:2021./ 31.05.2025
T 'EBEP Mlapma Fera 'mGX, fepmanua, EVER Pharma
lena GmbH;Gemany. Otto-Schoft-5tr, 15, 07745.

HAUMEHOBAHME 1 AQPEC Jena, Garmany/Siicuka DapmacsioTikans ImeX.
MPOU3BOAWTERA ‘ Aesica Pharmacauticals GmbH:, Alfred-Nobel-
- | Strasse’10; 40789 Miqnheimrseman_y. CTRaHa:
| TepmaHua
{ M NO12496/01 07:16.09.2011{nava FameHs! PY
HOMEP W BATA PY 1 26.12.2019), BlaaHo Ansoren dapma TpeRauHr

{ I9port EQBA, Eonrapua i
OMEP HOPMATUBHOW AORVMERTALLAA | 0 No1240 /01460911, wam, Ne 1,5 _
(ACIIOPT POMSBOMTENA/CEPTUOUIAT {  — -~ ay
AHM@A T T B Y NEﬁ/HﬂTSU-O?:?UZl

Hi ccHOBSMMIS NpEAGSTASASHHOM WioETpaHNbIM hpouaBoguTeneM WHGAPMBLIY,
ROATBEPRARIOUEN, HTO CRPMA NEKaPETEEHHOND NRENANaTa BHiRa. THON3BRAEH | npbbepaKs b
cOOTBEICIENA. € ANUGH3MeR Ha fIPOM3BOACTBO NEKAPCTBEHHBIX CpencTs, TpeGoBaHKAMK
PEFUCTPaLONHOTO-KOCke, Tpebosasimin Npaswn Hannexaleh npouaboacTBENKOMN N PaKTMKY
{yreepxcaenbr [Toukasom MUHHETEPLTBA ITROMBILLAEHADCTH n Taproeny PO-ot 14 Wik 20131
Ne916); a Taime VKbl TheboBakiiAMM, YeTANOBAGHHBIMM HOPMATUBHEIMH NPABOBbIMM AKTAMM
Poccubicnoit Gegepaumn,

fleKapersenHudf npenapar: Wsoke® - uo'm‘.\éu'rpafn AN AputoTaBaéilia P-pa ann uHdyaull 1
mc/ma 10 ma, amAyabi (10}, nadkM xApTouHNle, cepum; 5987501, rapram 90ESTARG O]
£OOTBETCTBYRT THEEORAHIAM, YCTAHOBNRHHBIM NP ero ToCyAapCTBEHHOH

Fipoayruma péapewéna x seoay B FpaNAaH

b ——




Reci P El:a-'rm

ER’ - ANALYSIS

Hazbtuue nponyicra: ) t Hioker®, kontienrpar s nprroYonaEHiiA pacratpa, lnk nigyanlt 1'Me/mn’

Product niamie ISOKET®; concentraty foF solutlon for iafusian. Inig/el ’
Cepya. e : 598750}
Batch no.
Tpoayxr Me. : 1008594
Anticleno, -
‘Creumdmxauna : P72.5PZ.03F/00 dated 29.07.2004
Specification
Jlata nponssoncTsa 1 0612021
Date pf menufadturs
Xapaxrepsueraxu Kauesraa TpeSobimin no KauecTny PesyneTay
Quality Characteristics ‘Quality Requirements -Aciual
Caolicpa,
Properties
Bremnuit pux
Buiyadsueifi'cohTpois
Appearance
Visual examipation
Contprnmo Tlpgapeusps, GecUeSTHRA AAKOCTE . COOTBETCTEYS
LCoritenht olear, colourless liquid * complies
Ocnoeriol ynaxopoueii Marepuan  Becugertie 10 ma-OlllI-amnyapiciomeiu,
Primary packaging material "KPACHLIM KOTOBEIM KONiLiioM COOTBETCTRYS
‘colourless 10 nil OFC-ampoule with :
oné red code ring
3anex. ' Bed 3anaxa
Odour tdourless
pospausiocts Tpospastian AUAKOCT; oxo6Ho.sone g GoTe
Clarity clear liquid, like water '
Tser . BaoimeTHan IALKOCTS, NOAOGHO Rofe BETCTBYS
Coloir «colourless liquid, like watec coplies
wi=




.

Reci > harm
Faseanue TpoRyETa : H:om%muempm‘ ANR RPHEOTORjielivii paciiopa nwewiidiysnd [ wr/fiin
Product iame ISOKET®, coniéentrdts for solufion for infusion: Img/ml
Cepui Mo 2 5987501
Betch no.
Tpogykr Na. : 1008594
Articls o, ;
Crouygmenung { P72.8PZ.03F/0Q dated 29.07.2004
Specification .
Xapaxrephcrnsit Kagecrsa TpeGosans uo KauecTay PeaynsTar
Qualily Characteristics Qualify Requirements Actual
: i s = e = =

Hannexaempil 00uen 10,0 - 11.0mn/ ml 10.5:mn/ mi
Extractable: volume . *
OCMONANEHOSTE - 276 - 306 MOcxon/kr 289 MOcuon/kr
Osmolality mQsthol/ky mQsmollkg
TlonnAHNOCTE:
MaocopSuna suauTpar
Isosorbide dintrate,

Teer BOAX COUTBETCTRHG XDOMATOrPAMME CPaRHEHMUA COOTBETCTEYS,

HPLC tést 40 comply with reference chromatogram compflies
Yﬁ‘;’bﬂk xiopHi
Sodiuin chioride

OKpausBanie IaMeHn MHTEHORBHOS METTOR OKPIIIKPANKE

Flarde coloration, deep and persistent yellow

Péaxrug ¢ inmtyparom cepetps Genuilt npenumKTaT, PAcTBOPUMLLE B

Reaction. with sflver. piteate pactsope aMMiaKa

white precipitate, soluble in ammonia

Hucrora
Pugity.
3pavetme pH 5970
pH ~value




Reci-ph; rm

Heeanye. nponyxra ' WaaKeT®, ROKUSHTPAT. /IR NPHIOTCRNGHNA pacTacpaing uhibyault 1 MEhit

Praduct name ISOKET®, concentrate: for solutlon forinfusion 1mg/hnl

Cepra Ne. : 5687501

Batch no.

Tposykr 3& ' 1008594

Mitle no:

Crienudunayusg + P7L.SPZ.03F/0D dated 29,07.2004

Specification

XapaxTepucruin Kauecan TpeSosanug mo Kagecrsy Poayawrar

Quaslity Characteristies Quality Requirements: Actual

. s gl i

'KonsecTso wacThl,

Particulata matter He Gonee 6000 yzcTuyxonTeitnep > 10MKM 14 sacrisiy/xoureftuep
CreTonan GRoXHPOBI. ‘NMT 5000 part/eontainer: 10pm part./contalner
"Light blackage . . -

He Goree 600 actuu/kanreiinep 2 25uxM 0 wacTHU/KOHTEHNED
NMT 600 part./container> 25um part./container

Humpur

Nitrite
Microquant wieipir-iger < | ppm:(uacrolt Ha M) <l ppm
abpéneniends HATPUTa
Tdicroquantnitrits test

TIocTopoHHHe: KETPRTH

Fareign nitrates
2-830¢0pBUIMOHONRTRET H Ho Gonee:0.5 % kamnoro 'HE OGHapYKGHL!
S-usocoptuaMoHoHMTPET NMT 0.5 % each nibt.detettable
3-1SM and 5-ISM. He Gonoe 1.0-% 3 cymMe, tio GTHORIEHNRD K,

TCX HiocopGuia TUANTPSTY | e OHPeABIAIOTCA
e ot TCX. NMT 1:0% fn sum, felatsd o 1SDN not delerminable

Koanuecraenuuiil guani

Asgay

Hocoptixn Jautpar-

Tacspibide dititraty
Onpensacens wevomos BIKX (095 - 1.08 wo/ian # mp/il)

HPLC determination 95% - 105%

-rsl-




R-ecEPlna‘rm

Haseanwe nponyxra + Magker®, KoRUEHTPRT AN NPATOTORACHNS pacTBopa AN uuGysnlt [ Mr/ma.

Produciname ISOKET®, concentrate for soluiion for infuston' ling/m|

Capn e 1 5987501

Batchno.

Ipogyxr M . 1008594

Articleno,

CrEtlpdaxaums ; PI23PZ.03F/00 dated 29.07.2004

Specification

Xaparvépuerisi Kawéerna TpeGoninna no Kangcrsy Peaysrar

Quiailty Charactgrfstics Qiiality Requirements. Actual
T =i

CrepuaB10CTY Cropunmue: COOTBETCTBYe

Sterility sterile complies.

BAKTEpRANLHYE IHLOTOREHHEY <5.0 En.D/un < 1.0‘Eg.D/mn

Bagterfal Endotoxins . LU/mi LUJml

Hsum:. KOHUCHTPAT ANE NIPHIOTABNCRAR PACTOp fUnA yudyswi L-mr/vn yrasannoll sephin BODTRETCTEYET
Sueunduxeium,
:ESDKB‘I‘-’Q, concontrate for solution:for infusibn Img/inl of the sboveincntiofied batch fieéts the jpecification.

Bitcnxa hapmacsoTurans FnGX
Actica Pharmaceuticals @mbH

Or; Sebasfian C. Kohier
YMONHOMOYEHHOR MALO
Qualified.Person

Monheim, 30. SEP. 2011




