Q
KXGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUOHKAT AHAJIM3A

Name of Product/
HanMeHnopaHue npenapara

Batch no./ Homep cepau

Amount of product per batch /
Pasmep cepan

Date of Contrel / Iara anannza

Manufacturing date / laTa
NIPOH3BOACTRA

Expiry date //laTa oxoH4aHnd
CpOKa TOAHOCTH

TESTS / IIOKA3ATEJHA

TEXARED, lvophilized powder for injection after reconstitution,

20 mg /

TEKCAPE®, anopuanzaT 118 KEPUTOTOBJAEHHA PACTBOPA A1

HHBEKIME, 20 Mr
22M18921A
39.633,000

12.2022
12.2022

11.2025

SPECIFICATIONS / HOPMbI

RESULTS /
PE3IYJABTATHI

Appearance / Onucanne

Yellow with greenish tint lyophilized powder. /
JIobWTH3NpOBAHHEIH HOPOIIOK MENTOTO C
3e1eHOBATBIM OTTEHKOM IBETA.

. Identification / IloanuuHOCTH

Complies / Coorsercreyer

Tenoxicam by HPLC/
Tenoxcuxam (BIKX)

The retention time of tenoxicam peak in the
chromatogram of test solution should correspond
to the retention time of tenoxicam peak in the
chromatogram of standard solution (see “Related
substances”, determination of single impurities
and total impuritics (254 nm)). / Bpewms
VIeP/KHBAHHA NHKA  TCHOKCHKAMA Ha
XpoMarorpamMme HCTIBITYEMOTO pacTeopa
TOOIKHO COOTBETCTEOBATE BpeMeHH
YIOePKHBAHIA MHKA  TCHOKCHKAMa Ha
XpOMaTorpaMMe CTaHJApPTHOTO pacTBopa (cM.
«PoncTEeHHEBIE HPHMECH, oTipeneseHHe
€0HHHYHLIX NPHMECCH H  CYMMBI  IPHMECEH
1254 BM)).

Complies / CooTBeTCcTBYET

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam

(Yo-

CHEKMPOPOMOMEMPIIIecKill)

UV absorption spectrum of the test solution
prepared for the Assay in the range from 230 nm
to 400 nm should have maxima at wavelengths of
257 £ 2 nm, 285 = 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam™ test). / VY®d-crextp
MOTTOHEHUs HCIBITYEMOTO pacTBopa,
NpHTOTOBHEHHOTO Ui KONHYeCTBEHHOTO
onpeneneHusa, B obnacti ot 230 vM po 400 HM
JONKEH HMeTh MakCHMYMEI TIpH IJIMHAX BOJH
257 £ 2HM, 285 £ 2uM u 368 = 2HM (oM.
«KonuyecTBeHHOE OIIpeneieHHe TS HOKCHKAMAa» ).

Complies / CooTBeTcTRYCT
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Q9
KXGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUO®HKAT AHAJIN3A

TESTS / TOKA3ATEJIH

Sodium metabisulfite /
Hampun memabducytoium

Dissolving time / Bpemsa

pacTBopeHAs

SPECIFICATIONS /f HOPMBI

| The retention time of Sodium metabisulfite peak.

obtained in the chromatogram of the test solution
corresponds to that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite” test. / Bpema yaepxHBaHHA THKa
Hatpus MerabucynbduTa Ha XpoMmarorpaMme
HCITBITYEMOTO pacTBopa IOTXKHO
COOTBETCTBOBATh BpPEMEHH YEEPKHBAHHA THKA
HaTpua MeTabHCYNbhHTA Ha XpoMarorpaMme
CTAHTAPTHOTO pacTBopa (cM. «KonuuecTBeHHOE
onpeaeneHne HaTpHA MeTabucynbsduTan).

RESULTS/
PE3YJIBTATHI

Complies / CooTBeTCTRYCT

Not more than 60 seconds. / He 6onee 60
CeKyH.

Appearance of Reconstituted
solution / Onncanne
BOCCTAHOBJICHHOTO pacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter, The solution should be clear. / [Tpenapar
JIOJDKEH PacTBOPATHCA MONHOCTEHIO c
OTCYTCTBMEM HEPACTROPEHHBIX 4acTHI, 6e3
BW/IMMBIX MEXAHMHCCKHX BKIIOUeHHH. Pacteop
IOIbKeH OBITh IpO3paYHbIM.

28 sec/ 28 cex

Complies / CooTBeTCTRYET

Solution clarity /
ITIpospaunocTs pacTBOpa

" Solution Color /

{IBeTHOCTE pacTBOpa

pH

The product solution should be clear. / Pacteop
npenapara JoJkeH GBITh MPO3PAYHEM.

Complies / CooTreTcTBYST

intensively colored than the reference solution
GY). / CreneHs oxkpacku pacTBopa [penapara He
JLOJI3KHA MPeBBIMAaTh 37am0H GY 1.

Complies / CooTBeTCTIBYET

| 7.5t0 10.0./ 01 7,5 g0 10,0.

Particulate matter / Mexann4yecKHe BKJIIOYEHHS

Visible particles /
Budumuie vacmuyer

Subvisible particles /
Hesguoumeie vacmuifor

>10 um particles/
Yactuu pasMepoM = 10 MKM

>25 um particles/
YacTHi pazMepoM = 25 MkM

Should be absent/ JIoMKHEI OTCYTCTROBATE

Not more than 6000/vial; /
He 6onee 6000 ra gnaxon;

Not more than 600/vial. /
He 6onee 600 Ha dmakoH.

8.8

Absent /OtcyTcTBYIOT

53 / vial
53 / (pnaxon

0/ vial
0/ pnaxon
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e
KHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

| TESTS/TIOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATHI |

| Related substances / Popersennbie npuMecn

' 2-aminopyridine /
2-aMHHONMPHAHH
Individual unidentified impurity /

Eaunuunasn
HenOeHTH)UIHPOBAHAAS TIPHMECCE

Total impurities /
Cymma npumMeceti

Not more than 0.5 %; / He 6omee 0,5 %;

Not more than 0.5 %; / He 6onee 0,5 %;

Not more than 1.0 %. / He 6omee 1,0 %.

| Uniformity of dosage units /
OaHOPOIHOCTE J03HPOBAHHS

The Acceptance value {AV) should be not
more  than 150. /  Tlokazarens
npuemniemocta (AV) nomxeH OBITE He

6onee 15,0. [

Water /Bopna

Not more than 3.0 %. / He Gonee 3,6 %.

Below LOQ (LOQ = 0,05 %) /
Huxe npenena komMgecTBEHHOTO
onpenenennd (IIKO = 0,05%)

Below LOQ (LOQ = 0,05 %)/
Huxe npenena KoTUYeCTBEHHOTO
onpenenerus ([TKO = 0,05%)

Below LOQ (LOQ = 0,05 %) /
Hipxe npexena KoIuyecTBeHHOTO
ompenenenu (1TKO = 0,05%)

AV=27(n=10)

0.9%

Bacterial endotoxins /
bakrepiiaabHbie JHAOTOKCHHDI

Sterility /CtepuabiocTh

| Should be

Not more than 1 EU/mg of tenoxicam. /
He 6ostee 1 ED/Mr TeHOKCHKAMA.

<0.128 EU/mg /
<0.128 E3/ Mr

sterile. / HomkeH O®BITE

CTCPHUJIBHBIM.

Assay { KosduecTBeHHOE onpegejieHHe

Tenoxicam / Tenokcurxam

90.0% to 110.0%
(tenoxicam) of label claim. / Or 90,0 % mo
110,0 % C1sH1;iN204S; (TeHokcHKaM) OT
HOMHHAIBHOTO COJIEPKAHHA.

of CiHiN3O4S: |

Sterile / Crepunen

99.9 %

" Sodium metabisulfite /
Hampun memabucyrvum

85.0% to 110.0% of Sodium metabisulfite
of the label claim. / Ot 85,0 % mo 110,0 % |
HaTpHa MeTaOHCYIb(hHTa 0T HOMUHAIBHOTO
coOepyKanus.

99.8%
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Q9
KXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

__TESTS /NIOKA3ATEJH
Package / ¥naxoska

SPECIFICATIONS / HOPMEI

RESULTS / PE3YJBTATHI |

'_Prima_ry_ package

20 mg of the tenoxicam in a colorless
glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBHtHAs v TAKOBKa

Ilo 20 Mr TeHokcHKama BO (MIAKOH M3

OeclBeTHOTO cTeKna THI I,
YKYTIOpEHHBEL ipoOKoi H3
OpoMOYTHNOBOH  pe3wHEl,  00%aToH |

ATHOMHHHEBBIM KONMMAYKOM C KOHTPOJICM
NEPBOrd  BCKPBITHA #H  TUIACTHKOBBIM

IUCKOM HOBEPX aAnOMHHUEBOIO
KOIMauKa.
Shelf-life/ Cpok rogHocTH 3 years./ 3 roga.
KIT / KOMILIEKT
TESTS / MOKA3ATEJH SPECIFICATIONS / HOPMbI
Kit package / VYmnawxoBka | Secondary package
KOMILJIEKTA

1 vial with the medical product and 1
ampoule with the solvent in a polyvinyl
chloride cassette.

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette.

1 cassette with the patient information
leaflet in a carton pack. /

Bropuunas VIIAKOBKA

Mo 1 ¢nakony ¢ npemapatom u 1
aMIyjie ¢ paCcTBOPHUTEIIEM NOMELIAIOT B
KacCCTy M3 IIOJIHBHHAIXIIOPHUOA.

[fo 3 ¢nakona ¢ mnpemaparom #u 3
AMITYJIB ¢ PACTBOPHTENEM MTOMEILAIOT B
KACCETY M3 TONMHBYHITXTOPHIA.

1 KacceTy BMecTe ¢ HMHCTpYKHMCH MO
TpHMEHEHHI0 TIOMEIA'0T B [a9Ky
KaApPTOHHYIO,

Primary package
20 mg of the tenoxicam in a colorless

glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[leppuvHas yIaKOEKa

Ilo 20 Mr TeHOKCMKaMa RO (pUakoH w3

OecLUBETHOTO cTeKIa THII I,
YKYNOPEHHBIH npobkoit 3
OpomOyTHnoBOlt  pe3HHBL,  o(KaToi

AMMIOMHHHCBBIM KOAIMMAYKOM C KOHTPOJIEM
NIEPBOro BCKPBITHA H IUIACTHKOBBIM

AHUCKOM l'[OBer ATKOMUHUACBOTO
KOJITIaYKa. .
RESULTS / PE3YJBTATHI

Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

Bropuunas ynakoBka

Tlo 3 dmakoHa ¢ mpemapatoM M 3
AMITYJIBl ¢ PACTBOPHUTENEM MIOMEIUAKT B
KacCeTy W3 NOJAMBUHWIIOpUAa. 1
KacceTy BMECTE C MHCTPYKUHEH 1o
TMPUMEHEHHI0 TOMELAT B HauKy

KaPTOHHYIO,
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e
EXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIM3A

' Labeling/ Mapkupoeka | According to the ND. / B cooteTcTBHU [ Complies as prescribed / CoorBercTayer
¢ HOPMATHBHOH NOKYMEHTalHeH. TpeboBaHHIM
Kit storage / For confiruration with 1 filled vial and 1 ampoule with a solvent in a cassette:

Xpanenue KoMILIeKTA In the original packaging (a vial with medical product and an ampoule with solvent

in the carton), at temperature below 25 °C. /

Jlns yrakoBky 110 1 diakoHy ¢ npenaparoM K 1 amiyie ¢ PACTBOPHTENEM B
KacceTe:

B opuruHanbHO# yrakoske ((IaKOH ¢ MpenapaToM H aMIIyJa ¢ PACTBOPUTEICM B
MAYKE) NPH TEMIIEparype He Boime 25 °C,

For conficuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

In the original packaging (3 vials with medical product and 3 ampoules with solvent
in the carton), at temperature below 25 °C. /

Jng yIakoBk# 1o 3 diiakoHa ¢ TIpenapaToM 1 3 aMImvibl ¢ DACTROPUTEIEM B
KACCEeTE:

B opurrnanbHoii yrakoske ((makoHs! ¢ NIpeNapaToM H aMITyIBl ¢ PACTBOPHTENEM B
navke) Mpy TeMIeparype He Boille 25 °C.

}
Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox roanoeTs KommiaekTa | human use. / 3 roma. Cpok romHOCTH KOMIUIEKTa OLNPeAeaieTcs CPOKOM TOIHOCTH
TIeKApCTBEHHOTO TIPENAPATA IJI MeOULIHMHCKOTO IPAMeHEHHS.

Assessment: / 3akmoyedune: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusl cOOTBETCTBYET TpeGOBaHUAM HOPMATHURHOTO JokymenTa JIC-000295-160721.

GE 1
%»&g EJ"FF

; IJ'“-q.f'e[
|/'f ‘_Lo [M
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HanmenoBanne npenapara Boga aaa AHbeKUnil (pacTBOpPUTE/b)
Batch no./ Homep cepan 2213
Amount of product per batch / Pazmep 91228
cepuH
Date of Control / MaTa anaau3a 12/2022
Manufacturing date / lara npon3BoacTsa 09/2022
Expiry date /[{aTa 0xoHIAHASA CPOKA 08/2027
rOQHOCTH
Water for injections (solvent) / Boga Ana naLexnwmii (pacTBOpHTE L)
__ TESTS / MOKA3ZATEJHA SPECIFICATIONS / HOPMbI RESULTS /PE3YJIbTATBI
Description /Onncaune Clear, colourless liquid without odor. / Complies / Cooreercryer

Ilpospaunas GecrBeTHAS HKHIKOCTE 03
3anaxa.

Particulate matter / MexannyecKHe BRIIOYEHHMA

Visible particles /
Budumbie wacmuypl

Sub visible particles /
Heguoumere uacmuyoi

>10 pm particles /

yacTHl paMepoM = 10 MkM

>25 pm particles /

YACTHII pa3sMepoM > 25 MKM

Should be absent. / JI0JIKHEI OTCYTCTBOBATE.

Not more than 6000 particles per ampoule; /
He Gonee 6000 Ha aMmyTy;

Not more than 600 particles per ampoule. /
He 6onee 600 Ha amnyny.

Absent / OTcyTCTRYIOT

Acidity and alkalinity /

KHeaoTHOETL H INeA0YHOCTE

Test sample should pass the test. /
HenpTyemsrnit 06paseil JOKeH BELRSKHBATE
HCNBITaHHe.

Complies / CoorBercrByer

Reducing substances /
BoccTanaBaHBaKOmMe
BelllecTBA

| Carbon dioxide

¥Yraepona IHOKCHT

Test sample should pass the test. /
HenriTyembiit obpa3zell 1oMKeH BHAEKHBATE
HCIIBITAHHAE.

/ He ponwxuo OpTe NOMYTHEHHA B TEUeHHS
1 yaca.

No turbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

Chlorides/ Xnopuasl

Nitrates and Nitrites/

HurparThl H HETPHTHI

. Sulphates / CyandaTtsi

| Not more than 0.5 ppm. / He 6omnee 0,5 ppm.
Not more than 0.00002 % (0.2 ppm). /
He 6ounee 0,00002 % (0,2 ppm).

| No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca He JONKHO
HabNoaThCA IOMYTHEHHE.

<0.5 ppm
<0.00002% (<0.2 ppm)

_Cornplies /_COOTBGETByeT
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®
YGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®OHUKAT AHAJIN3A

TESTS / IOKA3ATEJA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATEI

Ammonium / AMMoRI#A

Calcium and magnesium /
Kanbuuii B marumi

Heavy metals/ Ta:xeanle
METAJIBI

| Not more than 0.6 ppm. / He 6onee 0,6 ppm.

<(.6 ppm

| Pure blue color should be observed {without a

violet hue). / Jomxno HabaioaaTses 4ueTo
cHHee okpalnnBaHue (Oe3 duoneTororo
OTTEHKA),

Complies / CooTBeTCTRYET

|"Not more than 0.00001 % (0.1 ppm). /

He 6omee 0,00001 % (0,1 ppm).

<0.00001 % (<0.1 ppm)

UHBEKIHIH.

"Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. (.000 %
Cyxoii ocTaTok
Conducﬁ;ity/ - Not more than 25 uS/em. / 8 pS/cm./
DAeKTPONPOBOIHOCTE He 6onee 25 mxCm/cM, 8 mxCwm/eM.
Extractable volume / Not less than label claim (Et less than 2 ml). / 2ml/
Hapnexaemulii o0nem He menee HoMuHanBHOTO (He MeHee 2 MJT). 2 Ma

' Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025 EU/mL/

| BakTepua bHbIe IHA0TOKeHHB! | injections. / He Gosree 0,25 E3/Mn Bone! s <0.25ED/ M1

Sterility / CrepanbHOCTE

Should be sterile. / JomxHa GBITE CTEPUNBEHOMH.

Sterile / CrepunbHo.

: Packaging / ¥ nakoBka

Primary package

2 mL of the solvent (water for injections) in a
colorless glass ampule type 1 with an orange
one-point-cut at the top of thc ampule. /

IepBuuHad ynakoBka

ITo 2 M pactBoprTens (Boaa IyA HHBEKLIHIL) B
aMoyay u3 Oecrpernore crekna, tenm 1. Ha
HAHeCceHa Touka

BerHeﬁ HacTH aMIIyJibl
pasiaoMa OpaHKEeBOTO IBETA.

Primary package

2 mL of the solvent (water for
injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
IepBruHad ynakoBka

Mo 2 mn pacreopuresst (Boma ans
HHBEKITHH) B aMIyny U3
OecrnpetHoro crexna, tHn 1. Ha
BepxXHell YacTH aMIIylbl HaHECeHA
TOYKA PAIOMA OPAHXKEBOTO UBETA. |

Shelf-life / Cpox ronnocTH

5 years. / 5 ner.

Assessment: / 3aknoyeHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepnsg cootBercTByeT TpeboBanusm HopMaTHBHOTO nokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

@@ DO aﬁmagm $
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®
RGENSENTI

CERTIFICATE OF ANALYSIS / CEPTHO®HUKAT AHAJIN3A

Name of Product/
HanMeHoBaHHe Mpenapara

Batch no./ Homep cepan

Amount of product per batch / Paimep

cepHd

Date of Control / JaTa ananunza

Manufacturing date / J{aTa nponseoacTea

Expiry date //laTa 0KOHYAHHA CPOKA

TOAHOCTH

TESTS / IOKA3ATEJIH
Description /OnHcanne

Water for injections (solvent} /

Bojaa A MH'BEKIHH (DACTBOPHTE/E)

2214
91185

12/2022
09/2022
08/2027

Water for injections (solvent) / Bopa ans uHbeKuEnii (pacTBOPHTEb)

SPECIFICATIONS / HOPMEI

RESULTS / PE3YJBTATBI

Clear, colourless liquid without odor. /
Ipo3paynas OecrreTHas KUAKOCTE B3
3amaxa.

Visible particles /
Buodumeie vacmuysi

Sub visible particles /
Hesudumvie vacmuyst

>10 um particles /
yacTHl pasmepoM => 10 MrM

>25 um particles /
YaCTHI] pa3MepoM = 25 MKM

Acidity and alkalinity /
KneaoTHoCTL H IIEJI0MHOCTE

Particulate matter / MexannuecKHe BRI ¢HHA

Should be absent. / JTJomKHE OTCYTCTBOBATE.

Complies / CooteeTcTBYET

Absent / OTcyTeTRYIOT

Not more than 6000 particles per ampoule; /
He 6onee 6000 na amnyny;

Not more than 600 particles per ampoule. /
He Gonee 600 na ammymy.

44

Test sample should pass the test. /
HcnpTyemblii ofpasel A0IKeH BeLISKHBATE
HCTBITAHHE.

Reducing substances /
BoceranasauBaoimne
BellecTBa

Test sample should pass the test. /
HcnwiTyemerii oOpasell JOIKeH BEIIEPKHBATE
HCTIBITAHUE.

Complies / COOTBETC_TByE,T_

Complies / CooTBeTcTBYET

Carbon dioxide
¥Yraepoaa xnokcHa

| Chlorides/ Xnoprabl

No turbidity should be obscrved within 1 hour.

/ He nomkHO GBITH HOMYTHEHHA B TEUEHHE
1 gaca.

Complies / CooTReTCTBYET

| Not more than 0.5 ppm. / He Gonee 0,5 ppm.

<0.5 ppm

| Nitrates and Nitrites/

HHTpaThl H HHTPHTBI

Not more than 0.00002 % (0.2 ppm). /
He onee 0,00002 % (0,2 ppm).

1_Sﬁlﬂ1ates [ Cynnharsl

No turbidity should occur within not less than
1 h. /B TeueHue He MeHee | yaca He JOJKHO
HabMoaTECA TOMYTHCHHCE.

<0.00002% (<0.2 ppm)

Complies / CQOTB;cTByeT
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®
GENSENT

CERTIFICATE OF ANALYSIS/ CEPTU®HKAT AHAJIM3A

TESTS / IOKA3ATEJH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTAThI

Ammonium / AMMoHni

Not more than 0.6 ppm. / He 6onee 0,6 ppm.

<0.6 ppm

Calcium and magnesium /
Kanbunii u maranii

Pure blue color should be observed (without a
violet hue). / Jlomkno HabRIOAATECH YHCTO
cHHee okpaiiBanne (e uoneroBoro
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Taxeanrte
MeTAJIBI

Not more than 0.00001 % (0.1 ppm). /
He Gonee 0,00001 % (0,1 ppm),

<0.00001 % (<0.1 ppm)

Packaging / ¥YnakoBka

Shelf-life / Cpox ronHocTH

Assessment: / 3aniogenue:

Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%, 0.000 %
Cyxoii oeTaToxr
Conductivity / Not more than 25 uS/cm. / 'I_uS/cm./
JNeKTponpoBOTHOCTh He Gonee 25 mrCm/cm. 7 MKCM/em.
Extractable volume / Not less than label claim_(not less than 2 ml). / 2ml/ ==
HM3BaexkaemMblii 06bem He MeHee HOMMHAIBHOTO (He MeHee 2 MII). 2 Mn

| Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025 EU/mL/
BakTepualbHLIe JHAOTOKCHHBL | injections. / He Gonee 0,25 ED/Mn Boxe! ana <0.25ED/Mn

HHDLEKIHH.
| Sterility / CTepuabhocTn Should be sterile. / JlomxHa OBTh CTEPHNBHOT. Sterile / Crepuneno,

' Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type I with an orange
one-point-cut at the top of the ampule. /
ITepBHyHAA YTIAKOBKa

Tlo 2 Mn pacTBopHTeNd (Boma [ HHBEKIUI) B
amnyny m3 Oecusernoro crexma, Tan [ Ha
BEPXHEH UacTH aMIy/bl HaHeceHa TOYKa
pasoMa OpamKeBoro [BETA.

G years. / 5 ner.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one- |
point-cut at the top of the ampule. /
IlepeHyHasd ynakoBka

ITo 2 mn pacrsopurens (Boua s
HABEKIUHA) B aMmyny 3
becuperHoro crexia, tan 1. Ha
BepxHel YacTH aMIyiel HAHECEeHA
TOUKA PA3JIOMA OPAHXEBOTO [IBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus coorsercrayer TpeboBaHMAM HopMaTHBHOTO AoKyMeHTa JIC-000295-160721.

Ali Ethemoglu
ntrol Supervisor

Quality

GO -
GO flec(Sy n@%e%%%}
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GJGENSENT

CERTIFICATE OF ANALYSIS / CEPTUH®UKAT AHAJIM3A

Name of Product/
HaumeHoBaHHe NMpenapaTa

Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepHH

Date of Control / JaTa anannsza

Manufacturing date / JlaTa nponssoacTBa

Expiry date /laTa 0KoHYaHHA CPOKA

roaJHocTH

Water for injections (solvent) /

Boaa ansa uHBEKIHH (PACTBOPHTE/Ib)

2215
90873

12/2022
09/2022
08/2027

Water for injections (solvent) / Bona 118 mnhexunii (pacTsopurens)

TESTS / TIOKA3ATEJH

SPECIFICATIONS f HOPMbBI

Description /Onucanune

Clear, colourless liquid without odor. /
IMposzpaunan HecupeTHas KHAKOCTE Oe3
3amaxa.

RESULTS / PE3YJIBTATHI

Complies / CooTeeTcTBYET

Particulate matter / MexaHHYeCKHe BKIHYEHHA

Visible particles /
Budumere wvacmuypl

Sub visible particles /
Heguoumvie vacmuyb

>10 pum particles /
qacTH pazMepoM > 10 MiM

>25 um particles /
JACTHI, PasMepoM = 25 MKM

| Should be absent. / JomKHEB OTCYTCTRORATE.

Not more than 6000 particles per ampoule; /
He Gonee 6000 Ha aMmyy;

Not more than 600 particles per ampoule. /
He 6onee 600 pa amnyiy.

Absent / OTcyTCTBYIOT

33

Acidity and alkalinity /
KnenoTHoeTs H EJ0YHOCTE

Test sample should pass the test. /
Henwiryemslii o0pasell LOIKEH BELACPKHBATD
HCTIBITAHHE.

Complies / Cooreercryer

Reducing substances /
BoccTanapanBalomme
BEHIECTBA

" Carbon dioxide
¥Yraepoaa AHOKCHE

Chlorides/ Xtopuaps

Nitrates and Nitrites/
HuTpaTel H HHTPHTEI

' Sulphates / Cyasharsl

Test sample should pass the test. /
HcenpiTyeMbtit o6pazen ToKeR BEICPKHABATh
HCTIBITAHHL.

/ He no/mxHO GBITH MTOMYTHEHHA B TEYEHHE
1 vaca.

Not more than 0.5 ppm. / He 6onee 0,5 ppm.
Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

No turbidity should be observed within 1 hour.

Complies / CooTreTCTRYET

Complies / CooTBeTCTRYET

<0.5 ppm
<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B Teuenne He MeHee | gaca He JIOIKHO
HaDMFOJATECA IOMYTHEHHE.

Complies / aOTBeTCTByeT
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BRGENSENT

CERTIFICATE OF ANALYSIS / CEPTUHOHUKAT AHAJIU3A

TESTS / IIOKA3ATEJIHA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIGTATHI |

Ammonium / AMMoHnii

Not more than 0.6 ppm. / He Gonee 0,6 ppm.

"Calcium and magnesium /
Kanpuwii 1 marnmii

Pure blue color should be observed (without a
violet hue). / JlTomxHO HAGMIOAATHCE YHCTO
CHHee okpamueanue (Oe3 (huonerosoro
OTTEHKA).

Heavy metals/ Taxennle
MeTaJLIbI

Residue after evaporation /
Cyxoii ocTaTOK

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm).

<0.6 ppm

Com;lies / CooTreTcTRYET

<0.00001 % (<0.1 ppm)

Not more than 0.004%. / He 6onee 0,004%.

0.000 %

' Conductivity /
DAeKTPONPOBOJHOCTD

Not moere than 25 pS/cm, /
He 6onee 25 MmxCwm/cm.

Extractable volume /
HignexaeMblii 00bem

Bacterial endotoxins /
| BakTepuaibHbIe IHIOTOKCHHLI

Not less than label claim (not less than 2 ml}. /
He MeHee HOMAHANBEHOTO (HE MEHee 2 MIT).

6 uS/em./
6 MKCM/cM.

2ml/
2 M

| Not more than 0.25 EU/mL of water for

injections. / He Gonee 0,25 ED/Mn Boag: ans
HHBEKLHHA.

Sterility / Ctepuannocts

Should be sterile. / JomxHa GBITE CTEPHIBHOM.

Packaging / YnakoBxa

Shelf-life / Cpox roanocTn

Primary package

2 mL of the solvent (water for injections) in a
colorless glass ampule type 1 with an orange
one-point-cut at the top of the ampule. /

Hepprunas vOaKOBKA

[To 2 M pacTBOpHTENA (BOMA JUTY HHBEKIHIA) B
aMnyny w3 Gecupernoro crekna, THI [. Ha
HaHeceHAa TOUKA

BEPXHEH HACTH aMITyIlbl
pa3noMa OpaHKeBOro IBETA.

[ Primary package

<0.25EU/mL/
<0.25E9/mMn

Sterile / CrepunsHoO.

2 mlL of the solvent (water for
injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
IlepBuanas YNakoBKa

Ilo 2 mn pacTRopuTens (Bona
HHBEKIHH) B aMIyny — u3
GecupetHoro crekma, Tan [ Ha
BEPXHell HacTH aMITylL! HaHeceHa
TOUKA 1a3/10Ma OPaHIKEBOTO 1|BETA. |

5 years. / 5 ner.

Assessment: / 3akmodenne:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepufl COOTBETICTBYET TPeOOBaHHAM HOPMaTHBHOroO AokyMenra JIC-000295-160721.

Ali Ethemoglu
Quality (( ‘ontrol Supervisor
(Y
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