e,
SAHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Name of Product/
HaumeHoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepuu

Date of Control / TaTa ananmnza

Manufacturing date / Jara
OpPOH3BOICTBA

Expiry date /[IaTa oxoHYaHHA
CPpOKa rOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEA®, inoduanzar JJjisl NPHIOTOBJEeHAA PacTBEOpa 418

HHbLeKOHH, 20 Mr
23A00801A

41.486,000

02.2023
01.2023

12.2025

| TESTS/MOKA3ATEJHN

Appearance / Onncanne
|

| SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJIBTATHI

Yellow with greenish tint lyophilized powder. /
JIHo(MAM3APOBAHHEIH  [OPOLIOK JKENTOTC C
3eJIeHOBATEIM OTTEHKOM LIBETa.

|
Identification / llogaaaHOCTL

Tenoxicam by HPLC /
Tenoxcuram (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)). / DBpems

yIOepPKUBAHHA NHKa TEHOKCHKaMa Ha
XPOMATOIPAMME HCIIBITYEMOTO pacTBOpa
JIDIKHO COOTBETCTBOBATE BpEMEHH
yIOepPHKUBAHUA MHKa TEHOKCHKaMa HA
XPOMATOrpaMMe CTAHJIapTHOTO pacTeopa {(cM.
«PozicTBeHHEBIE [IPHUMECH», oTpenieneHne

€NMHUYHBIX MpHMeced H CyMMBI TIpHMCCEH
(254 aM}).

Tenoxicam by UV-
| specirophotometry / Tenoxkcuxam
| (Yo-

CHEKMPOdomome mpuecKuil)

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” ftest). / V®d-cmekrp
TIOTITIOLEHHA HCTIBITYEMOTO pacTBoOpa,
IPHTOTOBIEHHOTO s KOJTMYECTBEHHOTO
onpeneneHns, B obmactd ot 230 HM mo 400 BM
HOIDKEH MMETh MAaKCHMYMBI IPH JJIHHAX BOJH
[ 257 £ 2um, 285 = 2HM ¥ 368 + 28m (cm
| «KonuuecTReHHOE onpeneneHHe TEHOKCHKaMan ),

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET

Complies / CooTBeTCTEYET
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e
SRGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

TESTS / ITIOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS/
PE3YJBTATHI

|

' Dissolving time / Bpema

Sodium metabisulfite /
Hampus mematucyivhum

pacTEOpeHHA

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. / Bpems ynepxapanus nuxa
HaTpud MeTabHcyNh(uTa Ha XpoMaTorpaMme
HCTILITYEMOT'O pacteopa JOJKHO
COOTBETCTROBATE BPEMEHH YJIepMHBAHHA TIHKA
HarpuAd MeTabHCynb(QUTA Ha XpoMaToTrpaMme
cragiaprHoro pacreopa (oM. «KonuuectserHoe
onpefieNienue HATPUS. METAONCYIb(UTAR ),

| Not more than 60 seconds. / He Goiee 450r

CeKyHa,

Complies / CooTBeTcTBYET

28 sec /28 cer

Appearance of Reconstituted
solution / Onncanue
BOCCTAHOBJCHHOIO PacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / ITpenapar
IOMKEH PacTBOPATECH MONHOCTHIO c
OTCYTCTBHEM HEPACTBOPEHHBIX YACTHL, 0e3
BUAMMBIX MEXaHWYECKHX BKIIQYenuii, Pacteop
JIOTKEH OBITh [IPO3PAUHLIM.

Complies / CooTBeTcTBYET

' Solution Color /

Solution clarity /
Npo3spaunocTs pacTBopa

The product solution should be clear. / Pactrop
OPEnApaTa SOMKSH OBITh MPO3PAUHEIM.

IBeTHOCTE pacTBOpa

The product solution should not be more !
intensively colored than the reference solution
GY ;. / CTeneHr OKpacKl pacTBOpa Iperaparta He
HOJDKHA HPeBRIMATE 31anon GY1.

Complies / CooTBeTCTBYET

Complies / CooTBeTcTBYET

H

7.5t0 10.0. /O1 7,5 no 10,0.

9.1

Particulate matter / MexanuueckHe BKAIQYEHHA

Visible particles /
Budumele uacmuybi

Subvisible particles /
Hesudumvie yacmuybr

=10 um particles/
Yactuu pazmepom = 10 mxm

=25 um particles/
Hactuu pazmepoM > 25 MKM

Should be absent/ JTom&HH OTCYTCTBORATH

Not more than 6000/vial; /
He Gonee 6000 na dgumakon;

Not more than 600/vial. /
He 6omee 600 na dnaxoH.

Absent /OTCyTCTRYIOT

25 / vial
25 / ¢naxon

1/ vial
1/ dnaxon
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e
KHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIM3A

TESTS / TIOKA3ATEJIHA

2-aminopyridine /
2-aMUHOLMPHAKH

Individual unidentified impurity /
Ennnuunas
HeHICHTHOHIIUPOBAHHAS IPHMECE
Total impurities /

Cymma npumecei

SPECIFICATIONS / HOPMbI

Related substances / PoncTBeHHBIC IPHMECH

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

Not more than 0.5 %; / He Gonee 0,5 %;

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

RESULTS / PE3YJBTATHI

Not detected / He oOnapyxena

Not detected / He obHapyxena

Not detected / He oGnapyxena

Uniformity of dosage units /
OaHOpoAHOCTE J03HPOBAHKS

Water /Boaa

The Acceptance value (AV) should be not AV=0.8 (n=10)
mor¢  than 150. /  llokaszarens

npuemneMocty (AV) gnomkeH OBITE He

6omee 15,0. [

Not more than 3.0 %. / He 6onee 3,0 %. 0.9%

Bacterial endotoxins /
BakTepualbHBIE YHAOTOKCHHBI

Not more than 1 EU/mg of tenoxicam. /
He 6onee | ED/Mr TeHOoKCcHKaMa.

<0.128 EU/mg /
<(.128 ED/ mr

Sterile / Crepuien

Sterility /CrepunsHocts I'Should be sterile. / Jomken  ObITH
CTEPIIILHEIM.
Assay / KoanuecrBenHoe onpeieleHAe
Tenoxicam / Tenoxkcurxam 90.0% to 110.0% of CisHiN3048;

(tenoxicam) of label claim. / Or 90,0 % ao
110,0 % Ci3H1i1N304S2 (TeHokcukam) ot
HOMHHANEHOTO COIEPKAHHA.

|

99.0 %

Sodium metabisulfite /
Hampuna memabucyavgum

85.0% to 110.0% of Sodium metabisulfite
of the label claim. / Or 85,0 % no 110,0 %
HaTpus MeTabucynedrTa OT HOMHHATBHOIO
coIepHaHAs.

98.0%
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Q9
KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIN3A

|  TESTS/IIOKA3ZATEJIH
Package / YnakoBka

SPECIFICATIONS / HOPMbI
Primary package
20 mg of the tenoxicam in a colorless
glass wvial type I stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[lepBruHas ¥ IaKoBKA
[To 20 Mr TerokcukamMa BO ¢nakoH H3

OeclLBeTHOTO cTeKIa THII I,
YKYNOPSHHbL npobkoit H3
OpombyTHnoroli  pe3uHbl,  obxKaroi

IIOMHHHEBEIM KOIMAYKOM ¢ KOHTPOIEM
IEPBOro BCKPBITHA H JHIACTHKOBEIM

AHCKOM NoBepXx ANKMHHHEBOTO
| KOJmadKa.
Shelf-life/ Cpox rognocTu | 3 years. /3 rona.
KIT / KOMILIEKT
TESTS / TOKA3ATEJIHN SPECIFICATIONS / HOPMBI |
Kit package / V¥makepka | Secondary package
KOMILTEKTA

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

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

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

BTOJ_'JI’I“IH&F[ A TIAKOBKA

Ilo 1 dumakony ¢ mnpenaparom u 1|
aMnyje ¢ PacTBOPHUTENIEM TNOMENIAIOT B
KACCETY W3 MONHBHHUIXIOPUAA.

Mo 3 dnakona c¢ npenaparoMm v 3
AMITyJIbl C PACTBOPHTEIEM NOMEIAT B
KacceTy H3 MOTHBUHUINIOPHAA.

1 Kaccery BMeEcTE € MHCTPYKUMEH Mo
NpHMEHEHHK [OMEWA0T B MNauky
KapTOHHYIO.

RESULTS /PE3YJbTATDI

[ Primary package

20 mg of the tenoxicam in a colorless
glass vial type I stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[TepBuunad ynakoBKa

Ifo 20 Mr Tenokcukama Bo rmakoH u3

OecuBeTHOTO CTEeKITa THI I,
YKYMOpPeHHEIH npobxoii H3
OpoMOYTHIOBOH  pesmHbI,  00Xkaroif

aNtOMHHHEBBIM KOJTI@YKOM C KOHTPOICM
TNEePBOTO BCKPBITHA H  IUIACTHKOBEIM

JHCKOM HOBEpX ATIFOMHUHHEBOTO
KOJIITauKa.

RESULTS / PE3YJbTATHI
Secondary package

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

BropuuHas v 11akoBKAa

ITo 3 d¢mmaxona ¢ mnpenapatoMm " 3
AMIYNH ¢ PACTBOpUTENEM HOMELIAIT B
KacceTy M3 [OJMBHHHIXIOpuza, |
KacceTy BMecCTe ¢ HHCTpykuuei no
NMPUMEHEHHI0 [IOMEIIAIOT B TAUKY
KAPTOHHYIO.
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Q8
KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

Labeling/ Mapxuposka i According to the ND. / B coorserctBid | Complies as prescribed / CooTReTeTBYET
C HOPMATHBHOH JOoKyMeHTaunek. TpedOBaHHAM
Kit storage / For configuration with 1 filled vial and 1 ampoule with a solvent in a cassette:

Xpaneﬂne KOMILIEKTA

In the original packaging (a vial with medical product and an ampoule with solvent
in the carton), at temperature below 25 °C./

Jlng voakoBku no 1 ihmakosy ¢ npenapaToM H 1 aMnyviie ¢ PacTBORHTEIEM B
Kaccere:

B opurnnansHoil yrmakoBke (¢N1akoH ¢ IpeHapaToM H aMIyJia ¢ pacTBOPHTENEM B
MAYKE) [pH TeMneparype He Beie 25 °C.

For confizuration 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 soivent
in the carton}, at temperature below 25 °C./

g vnagopky 1o 3 diakoHa ¢ npenapaToM B 3 aMIvisl ¢ PacTBONUTETEM B
Kaccere:

B opurinaneHoit ynakoeke ((hAakOHRI ¢ MPENAPATOM W aMITYITBL ¢ PACTBOPUTENEM B
navke) IpH TeMIeparype He Bele 25 °C,

Kit shelf life /
Cpox FOAHOCTH KOMILIEKTA

Assessment: / 3akmodeHne:

3 years. The kit shelf-life is determined by the shelf-life of the medical proddct for
human use. / 3 ropa. Cpok rofHOCTH KOMIIIEKTA ONPEASNIeTCS CPOKOM FOJHOCTH
JeKapcTBEHHOTO Mpenaparta 418 MeAHLHHCKOro NpHMeHeH s,

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTRYET TpeOORaHUAM HOPMATHBHOTO JoKyMeHTa JIC-000295-160721.
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

RESULTS / PE3YJBTATHI

Name of Product/ Water for injections (solvent) /
Hamnmenosanue npenapara Boja gna MHbEeKOHI (PACTBOPHTEAR)
Batch no./ Homep cepau 22H16
Amount of product per batch / Pasmep . 90877
cepHH
Date of Contrel / IaTa anann3za 10/2022
Manufacturing date / {ara nponssoactea :  08/2022
Expiry date //IaTa oxonzanus cpoka : 0772027
TOAHOCTH
Water for injections (solvent) / Boaa Ana nnbekunii (pacTBopHTEB)
TESTS / MOKA3ATEJIA SPECIFICATIONS / HOPMBI
Description /Onucanne Clear, colourless liquid without odor. /

l Particulate matter / MexaHnuecKHe BKIIOYeNUs

[Tposzpaunas SeciBeTHAI XKHUAKOCTE He3
3anaxa,

Complies / CooTeeTcTBYET

Visible particles /
Buoumuie vacmuyer

Sub visible particles /
Hesgudumvie uacmuybl

=10 pm particles /
YacTHi pasMepoM > 10 Mxm
=25 ym particles /
YACTHIL pasMepoM = 25 MKM

Should be absent. / JIoMmKHBI OTCYTCTBOBATS.

Not more than 6000 particles per ampoule; /
He 6onee 6000 Ha aMnyny;

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

Absent / OTcyTCTBYIOT

10

| Acidity and alkalinity /

KHCIOTHOCTL H HIEJIOYHOCT

Reducing substances /
BoccranasanBaloinne
BENIeCTRA

Test sample should pass the test. /
HenerryeMelil obpazell JoJnkeH BELISPIKHRATE
HCHBITAHHC.

Complies / CooTReTCTIBYET

Test sample should pass the test. /
HcnpiTyeMblil obpasell 10TKeH BLICPKHBATE
HCTIBITAHHE.

| Carben dioxide

¥Yraepona THOKCHA

No turbidity should be observed within 1 hour.

/ He n0ypkHO OBITE NOMYTHEHHA B TEUEHHE
1 yaca.

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

| Chlorides/ Xaopuzsi

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

" Nitrates and Nitrites/

HurpaThl 1 HHTPHTHI

[ Sulphates / CyandaTn

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

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee 1 waca He AOKHO
Habmonarbea MOMYTHEHHE,

<0.5 ppm

<0.00002% (<0.2 ppm)

Complies / CooTBeTcTBYET I
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

| TESTS/MOKA3ATEJH

SPECIFICATIONS /{ HOFPMBI

RESULTS /PE3Y.JIBTATHI

| Ammonium / AMMoumii

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

<(.6 ppm

| Calcium and magnesium /
| Kannumii B Marnami

Pure blue color should be observed (without a
violet hue). / JloimxHo HabmomaTees YHCTO
chHee okpamuBanue (6e3 ¢uoneToBoro
OTTCHKA).

Complies / CooTBeTCTBYET

! Heavy metals/ Taxennte
MeTa LBl

Residue after evaporation /
Cyxoii ocTaTok

Not more than 0.60001 % (0.1 ppm). /
He Gonee 0,00001 % (0,1 ppm).

Conductivity /
DACKTPHIPOBOIHOCTE

<0.00001 % (<0.1 ppm)

| Extractable volume /
H3BaexaeMulii 00bem

Bacterial endotoxins /
| BakTepHaabHble SHAOTOKCHHEI

| Not more than 0.004%. / He 6onee 0,004%, 0.000 %
Not more than 25 pS/cm. / 9 uS/cm./
He Gomnee 25 MkCM/cM. 9 MxCwm/cm.
Not less than label claim (not less than 2 ml). / 2ml/
He MeHee HoMHHANILHOTO (He MeHee 2 Mn). 2 mn
Not more than 0.25 EU/mL of water for <0.25EU/mL/
injections. / He 6onee 0,25 E3/Mn Boas! nns <0.25E3/mMn

HHbLEKIHH.

I Sterility / C'repn.m,n();'n,

Should be sterile. / HomxHa 6 cTEpUIBHOMN.

Sterile / CrepunsHo.

.- Packaging / Ynakorka

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. /
{lepBHYHAS vIIAKOBKA

ITo 2 mn pacrBopuTens (Boaa 4J1a HHBEKLH) B
aMnyny w3 OecuserHoro creknma, Ttunm 1. Ha
Ber]—Ieﬁ HaCTH AaMIIyJibl HaHCECCHa TOYKa
paznoMa OpaHKeBOTo 1BETA.

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. /
[lerpruyas vnakoBKa

Ho 2 mn pacteoputens (Boza mms
HHBEKUHH) B ammyny — H3
GecuserHoro crexna, tan 1. Ha
BepxHell 4acTH aMIIy/lbl HaHeceHa
TOYKA pa3nioMa OpaHkeBOTO LIBETA.

Shelf-life / Cpox roanoctn

5 years. / 5 yer.

Assessment: / 3akmiodueHHe:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepns cooTBeTCTBYET TpeOOBAaHHAM HOpMaTHBHOTO fokymenTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

Qe E

leYo NTA

ilab’iﬁwybf@ Tichret AS.
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X
YGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJ/IU3A

Name of Preduct/
HaumeHOBaHHE IPENAPATA

Water for injections (solvent) /

Boaa pasa HHbeKUU (PACTBOPHUTENL)

Batch no./ Homep cepnn 22H17
Amount of preduct per batch / Pasmep T 91202
CcepHH
Date of Control / Mara anannsa 1072022
Manufacturing date / Mara upon3soacrsa @ 08/2022
Expiry date //lata oxoH9anng cpoxa : 0772027
TOAHOCTH
Water for injections (solvent) / Boaa nia HHbeKIHIi (PacTBOPHTEND)
TESTS /TIOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJbTATHI

Description /Onucanne

Clear, colourless liquid without odor. /
TIpospaunan GecuBeTHAs KUAKOCTD De3
3amaxa.

Particulate matter / Mexanndeckne BKJIKYCHAA

Visible particles /
Budumere yacmuysr

| Should be absent. / JIomKHEI OTCYTCTBOBAT.

Complies / CooTBeTcTBYET

Absent / OtcyTeTRYIOT

Sub visible Earﬁcles /
Hegudumpie vacmuybl

>10 pm particles /
yacTul pasmepom = 10 MM

225 nm particles /
YACTHIL PA3MEPOM = 25 MKM

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

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

Acidity and alkalinity /
KucaoTHocTE B IEJIGYHOCTE

| Reducing substances /
BoccTanasansalmue
BEHIECTBA

Test sample should pass the test. /
Hcenmityemenit obpazel] 10keH BEIEPKHBATE
ACTEITaHAE,

Test sample should pass the test. /
HcneiTyeMeiii o6pasel] 0DKSH BEIEPKUBATH
HCTIBITAHHE.

Complies / CooTBeTcTRYET

Comﬁs / Coorserctayer

Carbon dioxide
Yraepona nnokcun

No turbidity should be observed within 1 hour.
/ He nomkHo OBITE MOMYTHEHUS B TEUEHHUE
1 vaca.

| Chlorides/ Xnopuant

Not more than 0.5 ppm. / He 6omee 0,5 ppn?. |

Complies / CooTBeTCTBYET

<(0.5 ppm

| Nitrates and Nitrites/
HBTpaTLl B HHTPHTEI

Sulphates / Cyandarsl

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

<0.00002% (<0.2 ppm}

| No tu_rbiditﬂlou]d occur within not less than

1 h./ B Tedenue ne Menee 1 yaca He AOMKHO
HabI0OATECA IOMYTHEHHE,

Complies / CooTBeTCTBYET
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®
CRGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

TESTS / MOKA3SATEJIH

SPECIFICATIONS / HOPMILI_ __ RESULTS /PEIYJBTATBI |

Ammonium / AMMoOHHIi

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

Calcium and magnesiam /
Kaapnnii B maramii

Pure blue color should be observed (without a Complics / CooTBeTCTRYET
violet hue). / Jomxao HabmrOAATECS YHCTO
cHHee oKkpamuBaHue (be3 guomeToBoro

OTTEHKa).

; Heavy metals/ Tuaxeanre

| MeTa bl

Not more than 0.00001 % (0.1 ppm). / <0.00001 % (<0.1 ppn)

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

Residue after e;aporation / | Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii ocTaTox

| Conductivity / Not more than 25 uS/cm. / 9 uS/em./
DAeKTPONPOBOAHOCTE He 6onee 25 mxCwu/cM. 9 mxCm/cm,

| Extractable volume / Not less than label claim (not less than 2 mlf/_"' 2ml/
HzBaexaemblii 00beM He MeHee HOMHHANBHOTO (He MeHee 2 Mi). 2 Mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BaxkTepuaanHbIe SHA0TOKCARB | injections. / He Gonee 0,25 ED/Mn Boap! mus <0.25E3/Mn

HHBEKIHH.

Sterility / CTepHJIE-IOCTL Should be sterile. / JomkHa 65Th CTEPHIBHOMH. Sterile / CrepaneHoO.
Packaging / ¥naxorka 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-
TlepBHYHAS YIAKOBKA point-cut at the top of the ampule. /
TIo 2 mn pacTeopHTeNd (BoAA AN HABeKNmi) B | [[epBHdHad vOakoBKa

ammyny w3 OecuserHoro crewna, Tun 1. Ha | [To 2 mn pacteopmTens (Boma mns
BCPXHCH YACTH aMmIyJjel HaHeceHa TOYKA | HHBEKUMI) B aMIOymy — H3
PasnoMa OpaHXeBOTO LBETA. OecuperdHoro crekna, Tun 1. Ha
BEPXHEH YACTH aMIylbl HAHECEHA
TOUYKA PA3IOMA O[AHKEBOTO IBETA.

Shelf-life / Cpok ronanocTn

5 years. / 5 ner.

Assessment: / 3akmouenne:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTBYET TpebOBaHHAM HopMaTuBHOTO JoxymenTta JIC-000295-160721.

Ali Ethemoglu

Quality Control Supervisor
o aQée’
Z56G NTA

ilag Sa a}@\!ﬁf)'&gks-

2/2



®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

RESULTS / PE3YJbBTATBI

Name of Product/ Water for injections (solvent) /
HanmeHnoBaHMe EpenapaTa Boja Ajia MHBEKLMH (DACTEOPHTED)
Batch no./ Homep cepuu 22H18
Amount of product per batch / Paamep T 90467
CepHH
Date of Control / laTa anannsza 11/2022
Manufacturing date / Jlara npenszsoacTea  : 08/2022
Expiry date /laTa okoHuaHHe cpoKa 1 0772027
roJIHOCTH
Water for injections (solvent) / Boga nna nabexkuni (pacTeopureib)
TESTS/TTOKA3ATEJM |  SPECIFICATIONS / HOPMBI
Description /Onucanne Clear, colourless liquid without odor. /

Tpo3paunan HeclBeTHAN KUAKOCTE Oe3
| samaxa.

Particulate matter / MexannveckHe BKIIOYEHHA

Visible particles /
Budumnie vacmuyl

Sub visible particles /
Hesudumuie wacmuyo

=10 pm particles /

>25 um particles /

4acTHL pasMepoM = 10 Mkm

YACTHL, PA3MEPOM = 25 MKM

Complies / CooTReTCTBYET

He Gonee 6000 Ha amnyny;

He Gomee 600 Ha amMnyiny.

Should be absent. / JIomKHEL OTCYTCTBOBATS. Absent / OtcyTeTBYIOT
Not more than 6000 particles per ampoule; / 60
Not more than 600 particles per ampoule. / 2

"Acidity and alkalinity /

KH¢IOTHOCTE H IE0YHOCTE

Test sample should pass the test. /
Hcenwryemeiil o0paszel] JOMKeH BBIASPKHBATE
HCIIBITAHHE,

| Reducing substances /
Boceranasiansarowmue
BellecTBa

Carbon dioxide
¥Yraepoaa AHokcHA

Test sample should pass the test. /
HcnniTyemblil odpazell ToNXEH BELISPKHUBATD
HCIIBITAHHE.

Complies / CooTBeTcTBYET

Complies / CooTeTcTBYET

/ He nom:kao OBITEL NOMYTHEHHA B TCUCHHE
1 gaca.

No turbidity should be observed within 1 hour.

I Chlorides/ Xaopuabl

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

Complies / CooTBeTCTRYET

<(.5 ppm

Nitrates and Nitrites/
HuTpaTLl H HHTPUTEI

'gulphates f Ey.m,q)a'rbl

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

<0.00002% (<0.2 ppm)

| No turbidity should occur within not less than
1 h. / B TeueHne He MeHee 1 Jaca He JOLKHO
HaOMoAATECA TIOMYTHEHHE.

Complies / CooTBeTCTBYET
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIHU3A

TESTS / IIOKA3SATEJIH

SPECIFICATIONS / HOPMbl

Ammonium / AMMoHmil

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

RESULTS / PE3YJbTATDI
<0.6 ppm

Calcium and magnesium /
Kannuuii m Mmaruni

Pure blue color should be observed (without a
violet hue). / JlomxH0 HAOMIONATECA HUCTO
CHHee okpatmiBanue (0e3 hHONeTOROTO
OTTEHKA).

Heavy metals/ Taxkennie
METAJbI

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

Complies / CooTBeTcTBYET

<0.00001 % (<0.1 ppm)

Residue after evaporatio_n /
Cyxoii ocTaTok

'_Conductivity /
INEeKTPONPOBOTHOCTE

Extractable volume /
HipnexaemMulii 00nLem

Bacterial endotoxins /
BakTepHaabHbIE 3HIOTOKCHHEI

injections. / He Gomee 0,25 ED/Mn Boas! ans
HHBEKIHH.

Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Not more than 25 pS/cm. / 6 uS/cm./
He Gomee 25 MxCm/cm. 6 MECM/cM.
Not less than label claim (not less than 2 ml). / 2ml/
He MeHee HoMuHANBHROIO (He MeHee 2 MIT). 2 Mn
| Not more than 0.25 EU/mL of water for <025 EU/mL/
<0.25 E3/ mn

| Sterility / CrepmabHocTh

Should be sterile. / JJomxHa GBITE CTEPHILHOH.

Sterile / Ctepunsro.

| Packaging / Ynakosra

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. /

ilepBHyHas ¥y IAKOBKA

[lo 2 mn pacTeopHTENS (BOAA ANIA HHBEKIKI) B
amnyny uz OecuperHoro crekia, Ttan 1. Ha
HaHeceHa TOUKa

BEPXHEH 4YacTH aMIynkl
PasnoMa OpPaHXKEBOTO LBETA.

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. /
HepBHuHas y NaKOBKA

[lo 2 mn pacTROpHTENs (BOJA 1M1
UHBEKIHH} B aMnoyny @3
GecuperHoro crexnma, Ttdm 1. Ha
BepXHell 4JacT# aMmynsl HaHeceHa
TOYKA [a310Ma OPAHXKEBOrO [IBETA, |

Shelf-life / Cpox rogHocTH

5 years. / 5 ner.

Assessment: / 3akioyeHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cootreTcTRYET TPeGORAHKUAM HOPMATHRHOTO JokymenTta JIC-000295-160721.

Ali Ethemoglu

Quality Contr?f Supervisor
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