CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

Name of Product/
HanmenoBanue npenapata

Batch no./ Homep cepun

Amount of product per batch /
Pa3zmep cepun

Date of Control / {ata ananmsa

Manufacturing date / {ara
NpPOH3B0/ACTEA

Expiry date /laTta okoH4aHRsA
CpOKa TOZHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEJ®, nnodunmsar Jj8 BPUroTORICHHAS pacTBopa 418

HHBeRInA, 20 Mr
25C02761A

41.176,000

04.2025
03.2025

02.2028

TESTS  HOKA3ATEJH

SPECIFICATIONS / HOPMbI

Appearance / Onucanue

RESULTS /
PE3YJBTATBI

Yellow with greenish tint lyophilized powder. /
JlmodunusHpoBaHHEIE NOPOLIOK  KENTOTO ¢
3e/I€HOBATHIM OTTCHKOM LIBETa.

Identification / [logaHHHOCTE

Tenoxicam by HPLC/
Tenoxcuxam (BIKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(Y-

CREKMPOPomorempU eckiiil)

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 impurities (254 nm)). / Bpewms
YAEpKABAHHA nUKa  TEHOKCHKAMAa  Ha
XpoMarorpamMme HCTIBITYEMOTO pacTeopa
TOIDKHO COOTBETCTBOBATE BPEMGHH
YACPKHBAHNS MAKAa  TEHOKCHKAMa  Ha
XpoMaTorpaMMe CTAHAAPTHOTO pacTBopa (CM.
«Po7ICTBEHHBIR TIPHMECID, ONpeieneHHe
eIHHHYHLIX TpAMeceH MW CyYMMBbl NpHMeceil
(254 Bm)).

Complies / CooTreTCTRYET

|
Complies / CooTreTcTBYeT

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). / V®-cmextp
MOTITOLIEHHA HCTIBITYEMOTO pacTeopa,
[IPUTOTOBJIEHHOTO s KOJIMYECTBEHHOTO
ofipefenennd, B obnactu ot 230 oM mo 400 HM
JIOJDKCH WMETh MaKCHMYMBI TIpU JUIMHAX BOJIH
257 = 28M, 285 £ 218M H 368 £ 2HM (oM.

«KomigecTBeHHOE OIpencIcHue TEHOKCHKaM3>)).

Complies / CootserctByer
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / HOKA3ATEJIH

 Sodium metabisulfite /
Hampun memabucynohum

‘ SPECIFICATIONS f HOPMBI

‘ RESULTS /
PE3YJBTATHI

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 yoepkusanus mHka
Hatpusa MeTabucynedura Ha XpoMarorpaMme
HCTIBITYEMOTO pacreopa JOIKHO
COOTBETCTBOBATL BPEMEHH YIEDKHUBAHHA TNHKA
HaTpua MerabucynsduTa Ha XpoMarorpaMMe
cragnaptHoro pacteopa (oM. «KomnuecTeeHHOE
OTIpezelleHEe HaTpa MeTabucynbhuTay ).

Complies / CooTeeTcTRYET

Dissolving time / Bpemsa
pacTBopeHHs

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJEHHOTO PACTECPA

Not more than 60 seconds. / He Gomee 60
CEKYHII

The product should dissolve completely without .

of undissolved particles and visible particulate
matter. The solution should be clear. / [Tpenapar
AQIKEH PACTBOPSITECA TIOJTHOCTEFO c
OTCYTCTBHEM HEpacTBOPEHHBIX dYacTul, ©Oe3
BUIUMBIX MeXaHMYecKux BKIO4cHHH. PacTBOp
JOTKEH OBITH TPO3PAHBIM.

Solution clarity /
IIpo3paynecTes pacTBOpa

Solution Color /
IleeTHOCTL pacTBOpa

.pH

The product solution should be clear. / Pacrsop
TpenapaTa JOIDKeH ObITh HPO3PaduHBIM.

intensively colored than the reference solution
GY 1. / CreneHp OKpackH pacTBopa Tpenapara He
IOIDKHA MPeBBImAarsE 9Tanod GY).

7.5 10 10.0./01 7,5 mo 10,0,

Particulate matter / MexanudeckHe BKAIOYEHHA

Visible particles /
Budumwie yacmuybr

Subvisible particles /
Hegudumere vacmuyb

=10 pm particles/
Hactuy pasmepoM = 10 MEM

=25 pm particles/
Yacrun pazmepom > 25 MKM

Should be absent/ JlomixHE 0TCYTCTBOBATD

Not more than 6000/vial; /
He 6onee 6000 na dumaxon;

Not more than 630/vial. /
He 6onee 600 Ha doakon.

The product solution should not be more |

26 sec/ 26 cex

Complies / CooTReTcTBYET

Complies / CooTreTcTBYET

Complies / CooTBeTCTBYET

9.1

Absent /OrcyTcTBYIOT

23 / vial
23 / ¢nakon

0/ vial
0/ pmaxon
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CERTIFICATE OF ANALYSIS / CEPTUHOHUKAT AHAJINU3A

TESTS / TOKA3ATEJH SPECIFICATIONS / HOPMbI RESULTS /
PE3YJBTATEL

Related substances / PoacrseHHbie nupumecH
2-aminopyridine / | Not more than 0.5 %; / He oonee 0,5 %; Not detected /' He
2-aMHHOITHPHIHH 00HAPYKEHA
I[ndividual unidentified impurity / Not more than 0.5 %; / He 6oaee 0,5 %; 0.1
EnpHgnas
HCAZEHTA(AIMPOBAHAAS TIPHAMECE

. . 0,1
Total impurities / Not more than 1.0 %. / He 6onee 1,0 %.
Cymma npumMeceii
Uniformity of dosage units / | The Acceptance value (AV) should be not more |  AV=19 {(n=10)
OnnopoaoHocTh X03HPOBAHHS than 15.0. / Tlokazarens npHemieMocTH (AV)

Aomken ObITE He Gonee 15,0.

Water /Boaa Not more than 3.0 %. / He 6onee 3,0 %. 0.8 %

Bacterial endotoxins /
BakTepHaibHBIe FJHIOTOKCHHDBI

Sterility /Crepnibnocts

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 E3/Mr TeHoxcHKkaMa.

Should be sterile. / lomxes Gbrrs CTCPHIILHBIM,

Assay / KosnaecTBeHHOE OnIpe/iesie

HHE

Tenoxicam / Tenoxcuram

90.0% to 110.0% of C13H11N5048; (tenoxicam)
of label claim. / Or 90.0% no 110,0%
C1sH11N3048; (TenokcuraM) OT HOMHHAIBHOTO
CONEpKAHHA.

Sodium metabisulfite /
Hampua memabucyavgpum

85.0% to 110.0% of Sodium metabisulfite of the
label claim, / Or 85,0% a0 110,0 % narpus
Mmetabucynnsdura 0T HOMMHANEHOIO
COOepHanui.

<0128 EU/mg /
<0.128 ES/ mr

Sterile / Crepunen

100.9 %

101.5 %

3/5



CERTIFICATE OF ANALYSIS/ CEPTUOHUKAT AHAJIU3A

| TESTS / TIOKA3ATEJH
Package / Y nakoska

Sheif-life/ Cpox roaHocrn

TESTS / IIOKA3ATEJAH

| Kit package / Yuakoska |

KOMIOLIEKTA

SPECIFICATIONS / HOPMBbI
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. /
TlepBHYHAA \ IAKOBKA
Ilo 20 Mr TeHOKCHKaMa BO (uiakoH W3

OeclBeTHOro CTEKIIA THI 1,
YKYTIOPEHHEIH npobkoit W3
OpoMOyTHnOBOif  pe3wmE,  oO%aToi

ANOMHHHEBBIM KOJIMA9KOM ¢ KOHTPOIEM
MEPBOTC BCKPBITHA ¥ IUTACTHKOBBIM

RESULTS / PE3YJIBTATHI

[ Primary package

20 mg of the tenoxicam in a colorless
glass wvial type 1 stoppered with a
bromobuty! rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
TlepsHuAAs 4 TIAKOBKA

Io 20 Mr TeHOKcHKaMa BO (JIAKOH H3

GECIBETHOTO CTEKIA THIT I,
YKYTIOpEHHBIH nipobkoit w3
OpoMOyTIIOBOH  pe3mHBL,  ofKaToit

ANIOMHAHHEBBIM KOJNMNAYKOM ¢ KOHTPOJIEM
NepBOor0 BCKPBITHA H  I[LTaCTHKOBBIM

Secon ackage

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

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

BropuyHas yriakoska

I[To 3 d¢nakona ¢ mnpemapatoM W 3
AMITYTIEI ¢ PACTBOPHTENEM TIOMEIIAIOT B
KACCETY M3 HOJNMBUHUIXIOPHIA.

1 xacceTy BMecTe ¢ MHCTPYKIUeH o
NIPHMEHEHHI)  TIOMEHIAIOT B TIAYKy

KAPTOHHYIO.

JIACKOM NOBEPX AMOMHHHCROTO | JIICKOM HOBEPX AMIOMHHAEBOTO
| KONmayKa, KOJHIA4Ka. -
3 years. / 3 Tona.
KIT / KOMILIEKT
SPECIFICATIONS / HOPMbI RESULTS /PE3YJBTATH

Secondary package

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

Bropuynasg ynakopka

Ilo 3 ¢makona c¢ mnpenaparoM u 3
aMITynel ¢ PACTBOPHTENEM MOMEINAKT B
KacceTy W3 TONHMBHHAIXIOpHAA. 1
KacceTy BMECT€ ¢ HHCTpYKUWeH mo
OpHMEHEHHIO TIOMEIAT B [AYKy

KapTOHHYIO.
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

' Labeling/ MapxupoBgra ' According to the ND. / B cootsetcteun | Complies as prescribed / CooTBeTCIBYET
C HOPMAaTHEBHOH NOKyMeHTaLuei. TpeGOBaHIAM
Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

XpaHeHue komniekra In the original packaging (3 vials with medical product and 3 ampoules with solvent

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

KacceTe!

B opurzHaneHoil ynakorke ((MIAKOHE ¢ MPCTIApaToM H aMIyIibl ¢ PACTBOPUTENEM B
TIAvKe) IIpH TeMIepaType He Briue 25 °C.

Kit shelf life / 3 vears. The kit shelf-life is determined by the shelf-lite of the medical product for
CpOK roaHocTH KoMIiekTa | human use. / 3 roga. Cpok roOHOCTH KOMIINEKTA ONPENeNsIeTcs CPOKOM TOTHOCTH
JeKapCTBEHHOrO Npenapara I MeJHIHACKOTO NPHMCHCHHY,

Assessment: / 3akmouenne: The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepus cooTBeTcTBYeT TpeSOBaHMAM HOpMAaTHBHOTO fokymeHTa JIC-000295-
160721, Msmenenne Nel ot 25.04.2023.

| API name (INN) / nanmenosanne A©C (MHH): | Tenoxicam / TeHOKCHKaM
API manufacturer batch number / 92044624
Homep cepuu nponssogutens ADC:
FP Manufacturer API Batch number / ' 25117182
Homep cepnu cydcTanuan nporzBoante/s I'JId:
API Manufactured by & country / Edmond Pharma S.r.L., Italy /
[Ipouseonutens A®C, cTpana: Snomonj ©apma, C.p.JL, Uranus

Quality Control Supervisor
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®
GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

Name of Product/ :  Water for injections (solvent) /
HaumeHnoeanue npenapara Boaa A HHBeKOui (pacTBOpHTENE)
Batch no./ Homep cepuu : 4216

Amount of preduct per batch / Pasmep 1 88193

cepuH

Date of Control / TaTa ananusa : 1172024

Manufacturing date / AHata npousseactea :  09/2024

Expiry date /EaTa oKOHYAHHS CPOKA . 08/2029

rOAHOCTH

Water for injections (solvent) / Boga ans annexumii (pacTBopuTedb)

TESTS /TIOKA3ATEJIH | SPECIFICATIONS / HOPMbI | RESULTS /PE3YJILTATHI
Description /Onucanne Clear, colourless liquid without odor. / ' Complies / CooTBeTCTBYET
[pospaunas GecripeTHAs KXUIKOCTE De3
3amaxa.

Particulate matter / MexannueckHe BKJIIOYEHHS

Visible particles / Should be absent. / JIOMKHABI OTCYTCTBOBATE. Absent / OTCYTCTBYIOT
Budumvie vacmuijol

- Sub visible particles /
Hegudumere yacmuyst
=10 pm particles / Not more than 6000 particles per ampoule; / 1
yactuil pasmepoM > 10 MM | He Gonee 6000 na amnyny;
>25 pm partictes / Not more than 600 particles per ampoule. / 0
wacTHI pasMepoM > 25 MM | He Gosee 600 Ha ammyy.
Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KncnorHoets M LeJI0OMHOCTE Hcnerryemsnii oOpasell 1OIDKEH BEIICPKHUBATH
HCMEBITAHHE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTcTBYET
BoccTanapiHBaoHe HcensrryeMslit ofpasel JoMKeH BEUIEPKHUBATH
BellecTBA WCIIBITAHME,
Carbon dioxide No turbidity should be observed within 1 hour, Complies / CooTBeTCTBYET I
Yraepoaa nnokcng / He momixno 6piTh IOMYTHEHHA B TCYCHHC
1 yaca.
Chlorides/ Xnopuani Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
Hurpathl # HUTPHTBI He Gonee 0,00002 % (0,2 ppm).
' Sul];hates / CyasdaTsi No turbidity should occur within not less than Complies / CooTBeTCTRBYET

1 h. / B Teuenne He MeHee | gaca HE TOILKHO
HaOMOIATHCA MOMYTHEHHE.

" Ammonium / AMmenwii | Not more than 0.6 ppm. / He 6onee 0,6 ppm. <().6 ppm
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0
RGENSENTA

CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIM3A

TESTS / MOKA3ZATEJAHA SPECIFICATIONS / HOPMB | RESULTS / PE3YJIBTATHI _|
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTcTBYCT
Kanpimii u Marauii violet hue). / JomkHo HaOMIOZATECA YHCTO

cuHee okpawKBanue (6¢3 dhuonerosoro
OTTEHKA).
Heavy metals/ Taxeanie | Not more than 0.00001 % (0.1 ppm). / ! <0.00001% (<0.1ppm)
METAJLIBI He Gonee 0,00001 % (0,1 ppm).
Residue after evaporation / | Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxo# ocTaTok
Conductivity / Not more than 25 pS/cm. / , 6 uS/cm./
DIIEKTPONPOBOIHOCTD He Gonee 25 mxCM/cM. 6 MECM/cm.
Extractable volume / Not less than label claim (not less than 2 ml). / ‘ 2ml/
Hapnexaembrii 00bem He MeHee HOMHHATEHOTO (He MeHee 2 MIT). 2 M
' Bacterial endotoxins / | Not more than 0.25 EU/mL of water for i <025 EU/mL/
BakTepHaabLubIE 3HA0TOKCHHB] | injections. / He 6onee 0,25 ED/Mn Boabl U1 <025 E3/mMn
HHBEKHHIH.
Sterility / Crepuabnocts Should be sterile. / JomkHa GBITE CTEPUIILHOIM. Sterile / Ctepuneno.
Packaging / YnakoBka Primary package Primary package

2 mL of the solvent (water for injections) in a | 2 ml of the solvent (water for
colorless glass ampule type I with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. /| ampule type | with an orange one-
Tensrunan v nakosxa point-cut at the top of the ampule. /
Tlo 2 mn pacreopurtens (Boja and WHBeKIMH) B | [lepBudHad y NaKkoBKa

aMmmyny w3 OecuserHoro crekna, THm I Ha | [To 2 mn pactBopurens (Boma miA
BepxHel WACcTH aMIyNbl HaHeceHa TOYKA | MHBEKUMH) B aMmyny M3
pa3ioMa OpaHKEBOro BETA. OecueeTrHOro crexkma, tan [ Ha
BEPXHEH UACTH aMMyNbl HaHEeceHa
TOYKA [1a3710Ma OPAHKEBOTO [IBETA.

Shelf-life / Cpok ronnocrn 5 years. / 5 ner.

Assessment: / 3axiIoucHHe: The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Cepna COOTBETCTBYST TPeOOBAHUAM HOPMATHBHOTO KokyMeHTa JIC-0002935-160721,
H3menenne Nel ot 25.04.2023.

l Ali Ethemoglu

f 1
Quality Efoh; dJ'I Supervisor
W\ 5
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®
B GENSENTH

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJ/IU3A

RESULTS / PE3YJIBTATH

Complies / CooTBeTCTBYET

Name of Product/ Water for injections (solvent) /
HaumenoBanne npenapara Boja gaa MHBEKUHI (PACTBOPHTEND)
Batch no./ Homep cepuu 4217
Amount of product per batch / Pasmep 89173
cepHH
Date of Control / laTa ananusa 11/2024
Manufacturing date / laTta nponsBoacTBa 09/2024
Expiry date /[laTa oxoHYaHEnsA cpoka 08/2029
TOAHOCTH
Water for injections (solvent) / Boga 315 unbekunii (pacTBOpUTEIb)
TESTS / HOKA3ATEJIN I SPECIFICATIONS / HOPMBI

Description /Onucanne | Clear, colourless liquid without odor. /

Mpo3paunasn OeclpetHas KUAKOCTE 0¢3

3amaxa.

Particulate matter / Mexannueckue BRIIIOYEHHA

Visible particles / Should be absent. / JoMKHEI OTCYTCTBOBATE.

Buoumvre vacmuijol

Absent / OTCYTCTBYIOT

Sub visible particles /
Hesudumpie vacmuyor

=10 pum particles /
HACTHIL pazmMepoM = 10 MEM

Not more than 6000 particles per ampoule; /
He 6onee 6000 sa ammyny;

Not more than 600 particles per ampoule. /
He 6omnee 600 qa aMmy:Ty.

>25 um particles /
YACTHL, PA3MEPOM = 25 MKM

| Test sample should pass the test. /
Hcnrrryemelii o0pa3sel] TOMKeH BEIIePKHBATE
HCIILITaHHE.

| Acidity and alkalinity /
Kucnornocers H HEJOITHOCTHR

Complies / CooTReTcTBYCT

Reducing substances /
Boccranasaupalomme
BCIICCTBA

Carbon dioxide
Yraepoaa IHOKCHI

Test sample should pass the test. /
Hcnerryemsiii oOpa3el J0MKEH BLIICPKUBATE
HCTIBITAHHE.

Complies / CooTBeTCTBYET

No turbidity should be observed within | hour.
{/ He momxuo GbITh HOMYTHEHUS B TEIEHHE
| gaca.

' Chlorides/ Ximopuasl

Not more than 0.5 ppm. / He 6onee 0,5 ppm.

L
Nitrates and Nitrites/
HuTpaThl H HHTPHTH

Sulphates / Cyabgatii

Not more than 0.00002 % (0.2 ppm). /
He Gonee 0,60002 % (0,2 ppm).

Complies / CooTpeTcTBYET

<0.5ppm

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h./ B teuyenne He MeHee 1 1aca He TOMKHO
HAOMIONATHCS TIOMYTHCHUE,

Ammonium / AMMOHHI

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

Complies / CooTBeTcTRYCT

<0.6 ppm
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0
R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIM3A

TESTS / HOKA3ATEJIH ! SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTCTBYET
Kaanbunii 1 Marawii violet hue). / JomxHo HaGmogaTecs IHCTO

cHHee okpamueanme (63 guoneroBoro
OTTEHKA).
' Heavy metals/ Taxearie | Not more than 0.00001 % (0.1 ppm). /- . <0.00001% (<0.1ppm)
METALIBI He Gonee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than (.004%. / He 6onee 0,004%. 0.000 %
Cyxof ocrarok
Conductivity / Not more than 25 pS/cm. / 6 uS/cm./
JIeKTPONPOBOIHOCTE He 6onee 25 MkCM/cM. 6 MrxCwm/cm.
Extractable volume / Not less than label claim (not less than 2 mi). / 2ml/
H3eaeraeMslii 00beM He MeHee HOMUHATEHOTO {He MeHee 2 MIT). 2 Mn
| Bacterial endotoxins / Not more than 0.25 EU/mL. of water for <0.25EU /mL/
BaxTepuajbHble JHI0TOKCHEB | injections. / He 6onee 0,25 E3/Ma Bonsl ans <Q025E3/mn
HHBEKIHHA.
Sterility / CTepHABLHOCTD Should be sterile. / JlomkHa O5ITE CTEPWIBHOI. Sterile / Crepunsno. —
| Packaging / YnakoBka Primary package Primary package
2 mL of the solvent (water for injections) in a | 2 mL of the solvent (water for
colorless glass ampule type I with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. /| ampule type I with an orange one-
[lepBHyuHAs vIaKOBKA point-cut at the top of the ampule. /
ITo 2 mn pactBopHTEs (B0JA s MHBeKIH) B | [lepBHYHAA YTIAKOBKA

ammyny u3 OeciperHoro crewra, Tun I. Ha | Tlo 2 Mo pactBoputens (soma ans
BCPXHEH WacTH aMITyibl HaHeceHa TOYKA | HHBEKUHH)}) B aMmyiry  u3
|pa3J10Ma OpPAHKCBOTO LIBETA. becuperHoro crexna, tHn [, Ha
BEPXHEH YacTH aMITyJB! HaHeceHa
| TOUKa pa3noMa OpaHkeBOro IBeTa.

Shelf-life / Cpox roanocTn 5 years. / 5 ner.

Assessment: / 3axmoueHue: The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023/
Cepusi cOOTBETCTBYeT TpeOORAHUAM HOPMATHUBHOTO JokyMeHTa JIC-000295-160721,
Wamenenrie Nel o1 25.04.2023,

Ali Ethemoglu

Quality Cohﬁﬁq_l Supervisor

\ Y
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®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

Name of Product/
HamnmeHoBaHHe TIpenapaTa

Batch no./ Homep cepun

Amount of product per batch / Pasmep

cepuH

Date of Control / JaTa ananu3sa

Manufacturing date / laTa npousBoacrsa

Expiry date /laTa okonuaHus cpoKa

TOAHOCTH

Water for injections (solvent) /

Boja AN ANbeKUMA (pacTROPHTEND)

42H3
89830

10/2024
08/2024
07/2029

Water for injections (solvent) / Boaa ansi annLeximif (pacTBOPHTEND)

TESTS / MOKA3ATEJN

SPECIFICATIONS / HOPMBI

Description /Onncanne

Clear, colourless liquid without odor. /
Ipospavunas fGeclBeTHAs KUAKOCTE 6e3
3amaxa.

RESULTS / PE3VJIBTATEI

Complies / CooTBeTcTBYET

Particulate matter / MexanndecKkHe BKIKOYSHHA

Visibie particles /
Buoumvie uacmuyo

| Should be absent. / JIOIDKHBI OTCYTCTBOBATH.

Sub visible particles /
Hegudumvie uacnuijo

=10 pum particles /
qacTHIl pazmepoM = 10 MKEM

=25 um particles /
YACTHL[ PAZMEPOM > 25 MKM

Not more than 6000 particles per ampoule; /
He 6onee 6000 #a ammymy;

Not more than 600 particles per ampoule. /
He 6onee 600 na amrymy.

Absent / OTCyTCTBYOT

36

Acidity and alkalinity /
KHCI0THOCTE o 1Inen09HoCTE

Reducing substances /
BoccTanaBiuBaroimnie
BelllecTRa

Test sample should pass the test. /
HcrmeiTyemenii o0pasell IOIKEH BBIICDKEBATE
MCITBITZHHE.

| Test sample should pass the test. /
HcnerryeMblii oOpasell TokeH BRIASPKHBATE
HUCNBITAHHE.

Carbon dioxide
¥raepona AHOKCH

Chlorides/ XJ]OpH,[[I_:I

Nitrates and Nitrites/

HuTpate! H HHTPHTEI

/ He momxHo OBITHE NOMYTHEHNS B TEUEHHE
1 gaca.

Complies / CooTBeTCTBYET

Complies / CooTBercTRyeT

No turbidity should be observed within 1 hour.

Complies / CooTBetcTBYET

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

<0.5ppm

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

<0.00002% (<0.2 ppm)

Sulphates / Cynsdartsl

Ammonium / AMMoHnn#

No turbidity should occur within not less than
1 h. /B Teuenne He MeHee 1 yaca HE JOMKHO
HaOTIONATECH MTOMYTHEHIE.

Complies / CooTBeTcTBYET

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

<0.6 ppm

1/2



®
GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIN3A

TESTS / MIOKA3ATEJIHA
Calcium and magnesium /
Kanpumii 1 marnui

| Heavy metals/ Tsukennle
METAJLIBI

SPECIFICATIONS / HOPMHB
Pure blue color should be observed (without a
violet hue). / omkHo HabMIOOATECA YHCTO
cHHee OKpaliHBaHue (6e3 QHOIeToBOro
OTTEHKA).

| Not more than 0.00001 % (0.1 ppm). /
He 6onee 000001 % (0,1 ppm).

Residue after evaporation /
Cyxoii ocTaTok

RESULTS / PE3YJBTATHI
Complies / CooTBeTcTBYyeT

<0.00001% (<0.1ppm)

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

Conductivity /
INeKTPONPOBOIHOCTD

Extractable volume /
HsBaekaeMblii 00beM

Not more than 25 pS/cm. /
He Gonee 25 MxCu/eM.

| Not less than label claim (not less than 2 ml). /
He Menee HoMuHANEHOTO (He MeHee 2 MIT).

Bacterial endotoxins /
baxTrepuaibHble JHI0TOKCHHBI

- Sterility / CrepuiabHocTh

' Packaging / Ynakorka

0.000 %

8 uS/em./
8 mxCwm/em.

2ml/
2 MI

Not more than 0.25 EU/mL of water for
injections. / He Gomee 0,25 E3/Ma Bonsl oms
HHBCKITHIA.

<025EU/mL/
<0.25E3/Mn

Should be sterile. / JomiHa OBITE CTEPIILHOH.

Sterile / CrepunibHO.

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. /
Ilepprynas yIaKoBKa

[To 2 Mn pacTBOpHTENTA (BOJA SIS HHBEKIIHH) B
ammyny m3 OecmperHoro crekita, tvn I Ha
BEPXHEH wacTM aMmynsl HAaHeCCHA TOUKA
PazIoMa OPAIKCBOTO L(BETA.

Shelf-life / Cpok roanocTu

5 years. / 5 ner.

Assessment; / 3akinoueHHe:

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type T with an orange one-
point-cut at the top of the ampule. /
[MepBryHAs ¥ aKoBKa

[To 2 mn pactBopHTENa (BOIA Uit
HHBEKIHA) B aMmmydy — H3
OeciperHoro creknd, THn [ Ha
BEPXHEW YACTH aMIylbl HAHECEHA
TOYKA A30Ma OPaHKEBOrO IIBETA.

The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25.04.2023 /

Cepusi COOTBETCTBYET TpeGOBaHUAM HOPMATHBHOTO ToKyMenTa JIC-000295-160721,

Hsmenenne Nel ot 25.04.2023.

Ali Ethemogin

'|
Quality (.'kfn:lmg Supervisor
.5}
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