Q9
(CXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

Name of Product/ :  TEXARED, lyophilized powder for injection after reconstitution,

HanmeHoBaHHe Npenapara 20mg/
TEKCAPE/I®, nnodnan3aT 115 NPHTOTOBJIECHHS PACTBOPA AJIS

Habexnmit, 20 Mr

Batch no./ Homep cepHH . 22L18281A
Amount of preduct per batch / 1 41,436,000
Pa3mep cepHH

Date of Control / JaTa anaymsa ;o 12.2022
Manufacturing date / Jara : 11.2022
NpPOH3BOACTBA

Expiry date /IaTa oxongaHust ;10,2025

CpoKa rojfHocTH

—_———— RESULTS/
TESTS / TOKA3ATEJIH SPECIFICATIONS / HOPMBI PE3Y.JILTATBI

Appearance / Onncanue Yellow with greenish tint lyophilized powder. /
JnodmmusnpoBanseli nopomok sxearoro ¢ | Complies / CooTseTcTByeT

3eJICHOBAThIM OTTCHKOM LIBETA.

Identification / IIogJJHAHOCTH

Tenoxicam by HPLC / The retention time of tenoxicam peak in the
Tenoxcuxam (BKX) 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)). / Bpemsa
yIep:KUBAHUS NHKA  TEHOKCHKAMA Ha | Complies / CoOTBETCTBYET
KpoMarorpamMme HCIIBTYEMOTO pacTBopa
| AOIGKHO COOTBETCTBOBATh BpEMEHH
| yAepKHBAHH NHKA  TEHOKCHKaMa Ha
| XpOMATOTpaMMe CTAHIAPTHOTO pacTBOpa (CM.
«PomcTBeHHbBIE [PHMECH, OTIpeeeHUE
eIMHHYHbIX INpUMecell M CyMMBl NpHMeceH
. - | (254 HM)). )
Tenoxicam by UV- UV absorption spectrum of the test solution
spectrophotometry / Tenoxcuran | prepared for the Assay in the range from 230 nm
(Y- to 400 nm should have maxima at wavelengths of
cnexmpohomomempudeckuit) 257 = 2 nm, 285 = 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). / VYd-cnektp
TIOTTIOMISHHS HCTIBITYEMOTO pactBopa, | Complies / CooTReTCTBYET
IPUIOTOBICHHOTO YIS KONUYECTBEHHOTO
onpenencuus, 8 obmactu or 230 HM no 400 HM
MOMKEH HMETh MAKCHMYMBI DM JNIMHAX BOJH
257 £ 2HM, 285 + 2um u 368 £ 2 HM (oM.
«KonuyecreeHHOE Ontpefenenue TEHOKCHKaMay ).
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Q9
KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / MOKA3SATEIH

Sodium metabisulfite /
Hampus memabucynvipum

~ RESULTS/

SPECIFICATIONS / HOPMEI PE3YJbLTATBI _

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 yaep:KEBaHMI HHKa
HaTpus Mera0ucynsuTa Ha XpoMarorpaMme
HMCTIBITYEMOTC pacTeopa JOJIKHO
COOTBETCTBOBATh BPEMEHH YJEP/KHBAHUA IIMKa
HaTpus MeTabucynb(HTa Ha XpOMAaToTpaMMe
cragaapTHoro pacrsopa (oM. «KonudecTBeHHOE
ompeneieHne HATpuA MeTabucynbOHTa» ).

Complies / CooTBETCTBYET

hDissolving time / Bpemn
pacTBopeHHs

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJAEHHOTO PACTBOPA

Solution clarity /
IMpo3paunocTs pacTBOpa

Solution Color /
HBeTHOCTH pacTBOpa

The product should dissolve completel)-z without |

Not more than 60 seconds. / He Gonee 60
CEeKYHE.

27 sec/ 27 cex

of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpenapar
JOTKESH PACTBOPATECA MOJHOCTHIO c
OTCYTCTBHEM HEPAacTBOPCHHBIX 4acTuL, ©e¢3
BUIMMBIX MEXaHWYECKHX BIJIIOVEHHH. Pacrpop
JOMEEH OBITH PO3PAYHEIM.

Complies / CooTBeTCTBYET

| The product solution should not be more

The product solution should be clear. /_PacTBop

Complies / CooTReTCTBYET
Openapara JoIKeH OBITE NPO3PATHBIM.

intensively colored than the reference solution
(Y. / Crenenn okpacky pacTBOpa IpENapara He
AOJEKHA IIpeBbIaTh dTanos GY .

Complies / CooTBeTcTBYET

pH

7.5t010.0. /01 7,5 10 10,0. 9.2

Particulate matter / MexaHHYeCKHE BKIOYEHHS

Visible particles /
Buoumvle vacmuy

Subvisible particles /
Hegudunmvie wacmuys!

>10 um particles/
Yactul pazmepoM = 10 MEM

>25 um particles/
Yactun pasMepoM > 25 MKM

Should be absent/ JlomKHE OTCYTCTBOBATE Absent /OTCYTCTBYIOT

Not more than 6000/vial; / 17 / vial
He 6onee 6000 Ha ¢nakon; 17 / pnaxon
Not more than 600/vial. / 0/ vial
He 6onee 600 va dpnaxon, 0 / durakon
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S
KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIM3A

_ TESTS / MOKA3ATEJH SPECIFICATIONS / HOPMBI | RESULTS /PE3VJbTAThI
Related substances / PoncTeenHbIe NpHMECH
' 2-aminopyridine / Not more than 0.5 %; / He 6onec (0,5 %; Below LOQ (LOQ = 0.05%)/
2-aMUHOTTHPHANH Hixe npeaena KOIHIECTREHHOTO
= 0,
Individual unidentified impurity / Not more than 0.5 %; / He donee 0.5 %,; onpegencrus (TIKO = 0.05 %)
EnuHuganan o
0.1%
HEHICHTH(HIMpPOBaHHAA IPUMECE
Total impurities / Not more than 1.0 %. / He Gonee 1,0 %.
CyMma npuMecei 0.1%
Uniformity of dosage units / The Acceptance value (AV) should be not | AV=5.5 (n=10)
OaHopoaHOCTE A0IHPOBAHAS more  than 150. /  Tlokasarenn
npuemneMoct (AV) nomken ObTh He
6onee 15,0.
Water /Boaa Not more than 3.0 %. / He Gonee 3,0 %. i 0.8 %
Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 EU/mg /
BakrepHalbHbIC JHIOTOKCHHBI He 6onee 1 E3/Mr TeHOKCHKaMa., <0.128 E3/ mr
Sterility /CTepanbHOCTE Should be sterile. / [HomxeH OHTB Sterile / Crepuren
CTEPHIIBHBIM,
Assay / KonnyecTseHHOE onpenejieHue
Tenoxicam / Tenoxcuxam 00.0% to 110.0% of Ci3HiN:0sS:2 |
(tenoxicam) of label claim. / Or 90,0 % no 96.9 %
110,0 % CisH11N3O4S2 (TeHOKCHKaM) oT e
HOMHHAIBHOIO COIEPKaHHI.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite | '
Hampun memabucyavum of the label claim. / Ot 85,0 % mo 110,0 % 98.8 %
HaTpus MeTabucynp(HTa OT HOMHHAIBHOTO 0
COAepHanus.
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e
KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

__TESTS_ /TIOKA3ATEJH SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTAThI
Package / YniaxoBka Primary package Primary package

Shelf-life/ Cpox rogHocTH

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. /
[Neprirnag vVaKoBKa

Mo 20 Mr TeHOkcHKaMa BO (IAKOH U3

OCCUBETHOTO CTeKNa THI 1,
YKYNOpPEeHHBI npobkoii u3
OpoMOyTHIOROM  pe3mHbl,  obwarol

ANMOMHAHHEBEIM KQJINTAYKOM ¢ KOHTPOJIEM
NEpBOFC  BCKPBITHA H 1aCTHKOBEIM

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. /
IIepBruHAad 4 HaKOBKa

IMo 20 Mr TeHokcHKaMa Bo ¢nakoH U3

HeclBETHOTO CTCKNA THII L.
YKYIIOpEHHBI npofKoi u3
OpomOyTHIOBOH  pe3mHBl,  ofxaroH

AMHOMHUHUEBEIM KOJIMAYKOM ¢ KOHTPOIICM
NEPBOTO  BCKPBITHA M IUTACTHKOBbLIM

" TESTS / NOKA3ATEJHN

Kit package / VYnakoBka
KOMIIJIEKTA

JHUCKOM HOBer ANIOMHHHEBROIO OHUCKOM HOBGpX ANTIOMHAHHUEBOIC
KOJImavxa. | KOJITIa4vkKa. =
3 years. / 3 rona.
KIT / KOMILIEKT ,
SPECIFICATIONS / HOPMbI ~ RESULTS / PE3YJIbLTATHI
Secondary package Secondary package

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. /

Bropuudas yIIakoBKa

IMo 1 ¢nakory c mnpemaparom u 1
aMIyJie ¢ PacTBOpHTENEM IOMEIIAIoT B
KacceTy W3 MONHBHHATXIOPHIA.

[To 3 d¢makoHa ¢ TpemapaToM # 3
aMnyiael ¢ PacTBOpPHTCAEM MOMEINAIOT B
KacceTy W3 MONHBHHIIXIOPHIA.

1 xaccery BMecre ¢ HMHCTpYKOMeH 1o
NPUMCHEHHI0 —TIOMEIIAOT B [A€Ky

KaPTOHHYIO.

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. /

BropuyHas ynakoBKa

Mo 3 ¢makowa c npenapatoM u 3
aMOynsl ¢ PaCTBOPUTEIEM TIOMELLEIOT B
Kaccery K3 NOMMBHHIWIXJIOpHAa. 1
KACCETy BMecTe ¢ MHCTPYKIHEH II0
MPUMCHEHHIO TIOMENIAlOT B FauKy

KapTOHHYIO.
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S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

“Labeling/ Mapknponﬁa According to the ND. / B cootercteun | Complies as prescribed / CooTeTcTBYeT '
¢ HOpMATHBHOH JOKyMEHTAIMEH. TpeGoBAHUAM
| —_— L L —
Kit storage / For configuration with 1 filled vial and 1 ampoule with a solvent in a cassette:

Xpanetne KomniekTa In the original packaging (a vial with medical product and an ampoule with solvent |

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

JIna ynakoskd mo 1 dnakoHy ¢ ipernaparoM W 1 aMimyjie ¢ pacTBOPHTENEM B |
KacceTe: ‘

B opureHanbsHO# yrakoBke (IIaKkoH ¢ IPEnapaToM H aMiry/a ¢ paCTBOPHTEIEM B
nayke) upH TeMmeparype he seime 25 °C.

For configuration 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./

JL1s yakoBkH 1o 3 (akoHA C MPENapaToM M 3 aMilyvibl ¢ PACTBOPMTENIEM B
Kaccere:

B opuruHaipHoi yIakoBke (GrakoHs! ¢ MPenapaToM H aMIlyJibl ¢ PACTBOPUTENEM B
nauke) IpM TeMneparype He Benue 25 °C.

Kit shelf life / | 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
CpOK roJHOCTH KomiiexTa | human use. /3 rona. CpoK roiHOCTH KOMILIEKTa OTIPEAENAETCA CPOKOM TOIHOCTH
TIeKapCTBEHHOTO NPEITapaTta 1y MEAHIIMHCKOTO TIPHMEHEH A,

Assessment: / 3akmouenne: The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust COOTBETCTBYET TpeGOBaHMAM HOpMaTHBHOTO TokymerTa JIC-000295-160721.

H. MEHVES T{RKEL]

f )

{
@QGEHSZEIHTA

SO . ve Ticaret AS-
lac S T2 (1020
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AGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HanmMeHoBaHuHe NpenapaTa Boja Ana uHbeKOHH (PACTEOPHTEIb)
Batch no./ Homep cepun 22HY
Amount of product per batch / Pasmep : 90008
cepHH
Date of Control / JaTa ananmsa 10/2022
Manufacturing date / lata npoussoactea . 08/2022
Expiry date //IaTa OKOHYaHHA CPOKA 0772027
TOAHOCTH
Water for injections (solvent) / Bona njis HHbeKumnii (pACTBOPHTED)
TESTS / IOKA3ATEJH | SPECIFICATIONS / HOPMBI

Description /Onucanne

RESULTS / PE3YJABLTATBI

Clear, colourless liquid without odor. /
ITpospaunas GecuBETHAS KHUIKOCTS He3
3amaxa.

Particulate matter / MexaHH4YecKHe BKINOYEHHA

Visible particles /
Budumuoie vacmuior

Sub visible particles /
Heguoumvie vacmuijol

>10 um particles /
yACTHL pazMepoM = 10 MKM

>25 um particles /
JACTHL pasMEpoM = 25 MKM

Should be absent. / JJonxHBl OTCYTCTBOBATE.

Complies / CooTeeTcTBYET

Absent / OTcyTCTBYIOT

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

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

Acidity and alkalinity /
KuceaorHoerhs H IIEJ0YHOCTD

Test sample should pass the test. /
Hcnerryemelit obpasell 10KeH BEUICPKHUBATE
HCHIBITaHHE.

Reducing substances /
BoccTanaBIHBalOLIHE
BeBleCTBA

| Carbon dioxide
¥raepona 1MoKCcHA

" Chlorides/ Xaopuasl

| Nitrates and Nitrites/
HurpaTbl H HATPHTBI

. Sulphates / Cy.m,qla;u

Test sample should pass the test. /
Heneiryemelit oOpasell JomkKeH BuIIEPKUBATD
HCTIBITAHUE.

| No turb-idity should be observed within 1 hour.
/ He nom#uo ObITh HOMYTHEHHS B TEUEHHE
1 uaca.

Complies / CooTBeTcTBYET

Complies / CooTBETCTBYET

Complies / CooTBETCTBYET

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

<0.5 ppm

| 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 TeueHne He MeHee ] Yaca He JOMMKHO
HaGIIATHCA TIOMYTHEHHE.

<0.00002% (<0.2 ppm)

Comp]ies_ / COOTBETCTBYET
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®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIN3A

TESTS / HOKA3ZATEJIH

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJBTATHI

Ammonium / AMMoHmii

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

<0.6 ppm

Calcium and magnesium /
Kanbunii n marumii

| Pure blue color should be observed (without a

violet hue). / HonxHo HabMOOATECA YACTO
cunge oxpamusadie (0e3 dHoneToBOr0
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tsikeanie
MeTAJLILI

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

Residue after evaporation /
Cyxoii ocraTok

Conductivity /
JIeKTPONPOBOTHOCT

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

| Not more than 25 pSiem. /

He 6omnee 25 MeCM/cM.

<0.00001 % (<0.1 ppm)

0.001 %

8 uS/cm./
8 MrCwM/cM.

Extractable volume /
HN3paekaemblii 06bLeM

Bacterial endotoxins /
BakTepHa/ibHbIC YHIA0TOKCHHDI

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHANEHOTO (He MeHee 2 M),

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mn rone! A
HHBbEKLHH.

2ml/
2 Mn

<025 EU/mL/
<0.25ED/Mn

Sterility / CrepuiibHeceTh

Should be sterile. / JomxHa GBITh CTEPHIILHO.

Sterile / CtepunsHo.

Packaging / Ymaxosxa

Primary package

2 ml of the solvent (water for injections) in a

colorless glass ampule type [ with an orange
one-point-cut at the top of the ampule. /
[MepBUYHAS Y HAKOBKA

Mo 2 ma pacreopuTens (BOOa AN HHBEKIHE) B

amnyay u3 Oecnpernoro crexma, tEn 1. Ha
HAHECeHa TOUKA

BepxXHeil HYacTH AMITYIIBI
Pa3NoMa OpaHKeBOTOo LIBeTA.

Shelf-life / Cpox ronnocTH

3 years. / 5 ner.

Primary package
2 mlL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
peint-cut at the top of the ampule. /
TlepBuunad ynakoBKa

ITo 2 Mn pacteopHTens (Boja 1A
HHBCKIHIA) B aMIiyny M3
Oecupernore crekna, tan 1. Ha
BepxHeil wacTH aMITynBl HaHeceHa

| TOYK& pas3ioMa OpaHXeEoro HBETa. |

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepud cooTBeTCTRYeT TpefoBaHUsM HOpMaTHBHOrO gokymenTa JIC-000295-160721.

Assessment: / 3akmoUueHHE:

Ali Ethemoglu
Quality Control Supervisor
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®
BJGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

Name of Product/
Hapmenosanue npenaparta

Batch no./ Homep cepun

Amount of product per batch / Pasmep

cepHH

Date of Control / Jara anannza

Manufacturing date / {aTa mpouzBoacTea

Expiry date /[{aTa oxoH4anus cpoka

TOXZHOCTH

Water for injections (solvent) /

Boga aaa HHBeKOni (PACTBOPHTEIb)

22H10
90027

10/2022
08/2022
072027

Water for injections (solvent) / Boga ans maLexnnii (pacTBopATeNb)

TESTS /1TOKA3ATEJIH

i SPECIFICATIONS f HOPMbI

RESULTS / PE3YJILTATEI

Description /Onucanne

| Clear, colourless liquid without odor. /
TIpospaiHad GecliBeTHAA WUIKOCTL Oe3
3anaxa.

Complies / CooTreTcTBYET

Particulate matter / MexaHn4eckHe BKIWYECHHSE

Visible particles /
Budumpre uacmuypl

Sub visible particles /
Hegudumpre vacmiiyot

>10 pm particles /
4acTHL pazMepoM > 10 Mxm

>25 pm particles /
HaCTHI PAZMEpOM = 25 MKM

Should be absent. / Jo/pKHEI OTCYTCTBOBATE.

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

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

Acidity and alkalinity /
KHC/IOTHOCTD H IEA09HOCTh

Test sample should pass the test. /
HenbiTyeMeiit o0pazen Aomken BEIEPKABATE
HCIILITAHNE.

Absent / OTcyTCTBYIOT

Complies / CooTBeTCTBYET

Reducing substances /
Boccranas/mBamlune
BEWICCTBA

Carbon dioxide
¥Yriepona nHoKcHI

Test sample should pass the test, /
HcneiTyempiii o0pasell BoJkeH BRUICDAHBATH
UCITBITAHHE.

No turbidity should be observed within 1 hour.
/ He momxHo GBITh NOMYTHEHHS B TEUSHHE
1 yaca.

| Chlorides/ Xa0opHabI
| Nitrates and Nitrites/
HuTpaThl H HHTPHTHI

Sﬁhates ! Cynndhatsi o

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 occur within not less than

1 h. / B TeueHne He MeHee 1 yaca HE AOIDKHO
HabJIHOIaThCA TIOMY THEHHE.

Complies / CooTseTcTBYET

Complies / COOTBGTCTI;y_GT

<0.5 ppm
<0.00002% (<0.2 ppm)

Complies / CooTBeTCTRYET



®
B GENSENTH

CERTIFICATE OF ANALYSIS/ CEPTHOUKAT AHAJIU3A

TESTS / TIOKA3SATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATEI

Ammonium / AMMoHRii

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

<0.6 ppm

Calcium and magnesium /
Kanbpunii 1 Marumi

Pure blue color should be observed (without a
violet hue). / JTo/mkHO HAOMOAATECS YHCTO
cHHee okpanniBanue (6e3 ¢romeToBoro
OTTEHKA).

Complies / CooTBeTCTBYCT

Heavy metals/ Taxeasie
METAIbI

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

<0.00001 % (<0.1 ppm)

Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
3JeKTPOnPOBOJHOCTD

Not more than 0.004%. / He Gonee 0,004%.

Not more than 25 pS/em. /
He 6onee 25 MxCm/cM,

0.000 %

9 pS/em./
9 MxCm/cM.

Extractable volume /
| Hipnexaemblii 00beM

Bacterial endotoxins /
BakTtepranbHbIC FHI0TOKCHHBI

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHATBHOTO (He MeHee 2 MiT).

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/Mn Boapt ans
HHBEKIIHH.

2ml/
2 Mn

<0.25EU/mL/
<0.25 E3/Mn

- _Sterility { CTepHabHOCTD

Should be sterile. / Jomxna ObITh CTEPETBHOH.

Sterile / CrepunsHo.

- Packaging / ¥Ynakxoska

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 ampuie. /
IlepsruHas ¥ TakoBKa

TTo 2 Ma pacreopuTens (Boda IS HHBEKLH) B
amnyny w3 Oecnperdoro crekna, tan I Ha
BEpXHeH UACTH AaMIIydbl HAHECEHZ TO4Ka
PazIoMa OpaHXKeBOTC 1IBeTa.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type | with an orange one-
point-cut at the top of the ampule. /
[TeppHYHAs VIIAKOBKA

ITo 2 mn pacTBopuTens (Boja Ui
HHBEKLHH) B aMmymy W3
becuseTHoro cTernma, tHm [, Ha
BepxHeH YacTH aMIlysbl HaHeceHa
TOHKA [A3IOMa OpaH)KeBOTO LIBETa.

Shelf-life / Cpok rogunocTs

5 years. / 5 mer.

Assessment: / 3aKImoUeHHE:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTBYET TpeGOBaHHAM HOpMaTHBHOTO Aokymenra JIC-000295-160721.

Ali Ethemoglu
Quality C ntrol Supervisor
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6ENseNT

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIM3A

Name of Product/ :  Water for injections (solvent) /
HaumMeHoBaHHE NpenaparTa Boaa nn1a MHBEKIHH (PACTBOPUTE/Ib)
Batch no./ Homep cepun . 22H11

Amount of product per batch / Pasmep : 89202

cepHH

Date of Control / laTa anannza ;o 10/2022

Manufacturing date / lata nponssogctBa @ (8/2022

Expiry date //lara oxoHYaHHA CpoKa : 072027

FOTHOCTH

Water for injections (solvent) / Boxa nist HHbeKLW#H (PACTBOPHTEND)

~_ TESTS /IIOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJILTATBI 1
Description /Onncanne Clear, colourless liquid without odor. / Complies / CooTBETCTBYET
TpospayuHas OecLBeTHAN HHIKOCTE 063
3amaxa.

| Particulate matter / MexaHH4ecKHe BKIWYEHHS
 Visible particles / Should be absent. / JTomKHBL OTCYTCTBORATE. Absent / OTcyTCTBY10T
Buoumuie uacmuyb

Sub visible partfczs /

Hesgudumvie wacmuysl
>10 um particles / Not more than 6000 particles per ampoule; / 15
yacTHL pazmepos = 10 MkM | He Goaee 6000 na amny.ty;
>25 pm particles / Not more than 600 particles per ampoule. / 2
gacTul, pasMepoM = 25 mxm | He Gonee 600 Ha aMmyy.
| Acidity and alkalinity / Test sample should pass the test. / . Complies / CooTBETCTBYET
KHCJIOTHOCTE H INEIOMHOCTD HcnuiTyeMblit 00paset 104eH BHACPKUBATE
BCIIBITAHUE.
" Reducing substances / | Test sample should pass the test. / Complies / CooTBeTCTBYST 1
Boceranasninpanimue Hcnpityempiii o6pasell JoMKeH BbLICPKHBATE
BEIIeCTBa HCIBITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTBeTCTBYET
Yraepona aHokena / He aomxHO OBITh MOMYTHEHHS B TEUCHHE
1 yaca.
Chlorides/ X.nopun; Not more than 0.5 ppm. / He 6ornee 0,5 ppm. | <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
Hutpathbl H HHTPHTEI | He 6onee 0,00002 % (0,2 ppm).
S ! S |
Sulphates / CyabdaTsl No turbidity should occur within not less than | Complies / CooTBeTcTBYCT
1 h. / B Teucnue He MeHee 1 Haca He JOMKHO
HaOnIOAATHCH NOMYTHEHHE.
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIHA3A

TESTS / IOKA3ATEJH

SPEC IFICATIONS / HOPMBI

RESULTS / PE3YJABTATHL |

Ammonium / AMMOHHE

Not more than 0.6 ppm. / He Gonee 0.6 ppm.

<0.6 ppm |

Calcium and magnesium /
Kanpumii 1 marnmii

Pure blue color should be observed (without a
violet hue). / JomxHo HaGMOOATECS YHCTO
cuHee okpaimeanne (6e3 duonerosoro
OTTEHKA).

Complies / CooTBercTBYyCT

Heavy metals/ Taixeanie
MeTAJLIEI

' Residue after evaporation /
Cyxoii ocTaTok

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

<0.00001 % (<0.1 ppm)

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

' Conductivity /
D AeKTPONPOBCGIAROCTD

| Not more than 25 uS/em. /
He 6onee 25 MeCm/cM.

0.000 %

7 uS/em./
7 MKCM/CM,

Extractable volume /
HsBaexaeMplii 00bemM

Bacterial endotoxins /
BakrepnajibHble SHIOTOKCHHBI

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHAIBHOTO (He MeHee 2 MiI).

Not more than 0.25 EU/mL of water for
injections. / He Gosee 0,25 ED/Ma soapl Ana
HHBEKIMH.

2ml/
2 Mn

<025EU/mL/
<0.25E2/Mn

Sterility / CTepunbHocTh

Should be sterile. / Jomkaa OBITL CTEPHIBHOM.

Sterile / CTepunnho.

Packaging / ¥YnaxoBka

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. /
lepsuyHad vIIaKOBKA

Tlo 2 mn pacreoputens (Boma aas HHBEKIIHH) B
amnyny wu3 OecneerHoro crewia, tun 1. Ha
BCpXHelt YacTH aMIyJisl HaHEceHa TOuka
pazioMa opaH;KeBOT0 LIBETA.

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. /
[NerBuvHAad vIAKOBKA

[To 2 mn pactROpHTCNA (Boma A
HHBEKUIHH) B aMImyay M3
GeciserHoro crekna, tdn 1. Ha
BepXHeill 4acTh aMITyns! HaHeceHa
TOYKA Pa3fioMa OPAIDKCBOTO I(BETA. |

I Shelf-life / Cpox roanocTn

5 years. / 5 ner.

Assessment: / 3axmodenne:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cOOTBETCTBYET TPeGOBAHHAM HOpMaTHBHOIO JoKyMenta JIC-000295-160721.

Ali Ethemoglu
rontrol Supervisor

Quality

G5 LrL N‘:-ENTI\
Lorpy TS
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