@S,
QSHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

Name of Product/
HanmeHoBaHHe HpenmapaTta

Batch no./ Homep cepun

Amount of product per batch /
Pa3zmep cepun

Date of Control / llaTta anann3a

Manunfacturing date / Jata
NPOH3IBOICTRA

Expiry date /[lara oxonyanns
CPOKa FOJHOCTH

TESTS / MOKA3ZATEJIN

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEA®, siuoduanzaT 015 NPUTOTOBAEHHS! pacTBOPA A8

HHLEeKNHii, 20 Mmr
22E09171A

41.616,000

06.2022
05.2022

04.2025

SPECIFICATIONS / HOPMBI

~ RESULTS/
PE3VJILTATHI

Appearance / Onucanue

Yellow with greenish tint lyophilized powder. /
JIMOPMIH3NPORAHHEIE TIOPOMIOK  JKENTOTO ¢
3eJIeHOBATEHIM OTTEHKOM [BETa.

Identification / HoaaHHHOCTL

Complies / CooTBeTcTRBYET

Tenoxicam by HPLC /
Tenoxcuram (BIXKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcurxam
(Y-
crexmpodhomomempiieckuil}

The retention time of tenoxicam peak in the
chromatogram of test sclution 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

YACPRHBAHKS TMHKA TEHOKCHKAMA HA
XpOMAaTorpamMme HCIIBITYEMOTO pactBopa
JOIKHO COOTBEICTBOBATH BPEMEHH

yAepXKHBAHHS TIHKa TeHOKCHKAMA Ha
XpOMATOTpAMME CTAHIAPTHOTO PacTBopa (CM.
«PocTBEeHHBIE [IPHMECHY, onpeneneHue
eAWHHYHEIX TNpHMecelf B CyMMBI TpHMeceii
(254 \am)).

Complies / CooTBeTCTRYET

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). / YO-criekrp
MOTIOMEeH Y HCTIBITYEMOTO PacTBOpa,
TPUTOTOBIEHHOTO hib Ll KOJIMIECTBEHHOTO
onpenenenusi, B obpacrr or 230 am po 400 vm
JOJDKCH MMCTh MAKCHMYMBI TIDH JJIMHAX BOJIH
257 £ 2numM, 285 £ 2HM u 368 £ 2HM (oM.
«KonnuecTBeHHOE OMpeneneHHe TEHOKCHKAMAY ).

Complies / CooTBeTcTBYET
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Q9
KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

’7 TESTS / IIOKA3ATEJHA

SPECIFICATIONS /f HOPMBI

RESULTS /
~ PE3VIIBTATHI

Sodium metabisulfite /
Hampun memabucyaspum

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 Sedium
metabisulfite” test. / Bpema ymepxuBaHus mHKa
HaTpusd MeTabHeynb(uTa Ha XPOMATOTPAMME
HCTIBITYEMOTO pacTBopa OOIDKHO
COOTBETCTBOBATE BPEMEHH VIEPKHUBAHHSA MHKa
Harpus MeTabHucynbuTa Ha XpOMATOIPAMME
CTaHJapTHOro pacrsopa {cM. «Kommuccrsennoe
olpefeNenHe HAaTpHA MeTabHCYIEHTaY ).

Complies / CooTBerctByer

Dissolving time / Bpems
pacTBOpeHus

CEKYHIL

Not more than 60 seconds. / He Gomee 60 |

27 sec/ 27 cex

' Appearance of Reconstituted
solution / Onncanne
BOCCTAHOBJECHHOIO PACTEOPA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Tpenapar
JOIDKEH pacTBOPATECA TIONHOCTBIO c
OTCYTCTBHCM HCDACTBOPCHHBIX dacTHL, Oe3
BUIIMMBIX MEXaHMYecKHX BKITIOUeHWi. Pacteop
JOMKEH OBITH PO3PATHEIM,

Complies / CooTBeTCTBYCT

Solution clarity /
IIpozpaunocTs pacTEOpa

The product solution should be clear. / Pacteop
mpernapara JOLKeH GBITE IPO3PAUHEIM,

Solution Color /
L BeTHOCTH PACTROPR

The product solution shouid not be more
intensively colored than the reference sclution

GY ). / Crernene oxpacku pacTBOpa Ipenapara He
| JOIKHA MpeBBIuaTh 3TalnoH Y.

Complies / CooTBeTcTBYET

Complies / CooTBeTcTRBYET

pH

7.51010.0. /O1 7.5 no 10,0.

Particulate matter / MexaHuvecKHe BKIIOUEHHS

Visible particles /
Budumere vacmuyp

Subvisible particles /
Hesudumbie yacmuiypl

>10 pm particles/
Yacrun. pasMepom = 10 MEM

| =25 pm particles/
YacTtHu pazmepoM > 25 MKM

Should be absent/ I[_OJDKHBI OTCYTCTBOBATE

Not more than 6000/vial; /
He 6onee 6000 Ha dnaxon;

Not more than 600/vial. /
He Gonee 600 na dmaxom.

9.1

Absent /OTcyTCTBYIOT

108 / vial
108 / ¢hmakon

3/ vial
3 / dmaxon

2/5



EXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOPUKAT AHAJIU3A

_TESTS / TIOKA3ATEJIH

| SPECIFICATIONS / HOPMBI

RESULTS / PE3YJILTATHI

Related substances / PogeTBeHHbIe IpHMech

2-aminopyridine/
2-aMHHONMPHTMH
Individunal unidentified impurity /

Eaunnunas
HEHIeHTHOHIHPOBAHHAS TPHMECE

Total impurities /
Cymma mpuMeceit

| Not more than 0.5 %; / He Goitee 0,5 %o;

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

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

Below LOQ (LOQ = 0.05 %) /
Huoke npenena Konu4ecTBEHHOTO
onpepenenns (ITKO = 0.05 %)

Not detected / He oOnapy:xena
Below LOQ (LOQ = 0.05 %) /

Hmxe npenena KOMAYECTBEHHOTO
onpegeneqws ([TKO = 0.05 %)

Uniformity of dosage units / The Acceptance value (AV) should be not AV=7.0 (n=10)
OaHOPOIHOCTE J03HPOBAHKA more than 15.0. /  [oxasarens

npuemneMoctd {AV) pomxeH OblTb He

Gonee 15,0.
Water /Boaa Not more than 3.0 %. / He 6onee 3,0 %. 1.6 %

| Bacterial endotoxins /
BakTepuanbHbIe FHA0OTOKCHHBI

Not more than 1 EU/mg of tenoxicam. /
He bomnee T ED/Mr TenokcHKaMa.

<0.128 EU/mg/
<0.128 E3/ mr

Sterility /Crepunniocth Should be sterile. / [Jomken OBIThH Sterile / Creprien
CTEPUIIBHEIM,
Assay / KonndecTBeHHOE OIIpeJcIeHHe
Tenoxicam / Tenoxkcukam 90.0% to 110.0% of CisHiiN3048:2

tenoxicam) of label claim. / Or 90.0 % no
{ ) )

99.9 %
110,0 % CisHiN3O4S: (TeHokcukam) ot
HOMUHAITEHOTO COMIEPKaHM.
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite
Hampun memabucyaohum of the label claim. / Ot 85,0 % mo 110,0 % 92.6 %

HaTpud MeTABHCYJIBHTE OT HOMHHAIBEHOTO
CONEPKAHHA.
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Q9
KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIN3A

| TESTS /ITOKA3ATEJIH
Package / YnmakoBka

SPECIFICATIONS f HOPMbI
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. /
TleppuyHas yakoBka
Ilo 20 Mr TeHoKcukaMma BO (IAKOH M3

OecrBETHOTO CTeKnma THIT 1,
YKYROPEHHBIA nipobxoit u3
OpoMOyTHNOBOH  pe3mHbi, obXxaToH

AHFOMHAHHEBEIM KOJITAYKOM ¢ KOHTPOJIEM
MEPBOTO BCKPHITHA W [INACTHKOBBEIM

]_

RESULTS / PE3Y.JBTATBI
Primarv 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. /
IepBryHas vOakoBKa
Ilo 20 Mr TeHokcHkama BO (UIAaKoOH K3

GecBeTHOTO CTEeKTIa THI I,
YKYTIOpEHHBIH nipobkoi w3
OpoMOyTHIOBOH  pe3uHBl, oOxaroii

AMTHMHHHCBEIM KOIIIAYKOM ¢ KOHTPOJICM
OepBOTO BCKPBITHA H ILUTACTHKOEBIM

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 vnakoska

Ilo 1 dmakoHy ¢ mnpenapatoM H 1
AMITYJIC ¢ PACTBOPHTEICM TOMCIEIOT B
KacceTy M3 TMOMHBHHMIIXIOPHIA.

Ilo 3 dmakona ¢ mnpemaparoM W 3
aMITyTBl ¢ PACTBOPHICICM TOMCIIAKT B
KacceTy W3 MOMMBUHIITXIOPHIA.

1 KacceTy BMecTe ¢ MHCTpYKIHeH ITo
TOPHMCHCHHIO — TIOMCIIAIOT B HauKy

KapTOHHYO.

ampoutes with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

Bropuunas yiakoBka

Tlo 3 d¢oakosa ¢ mpermapatoM H 3
AMITYJIBI C PACTBOPHTENEM TOMEINAIT B

KacceTy W3 NOIHBHHWIXIOpHmA. 1
KacceTy BMeCTe € MHCTpYKOMedl Io
MPUMEHEHNIO TIOMENIAT B MauKy
KapToORHYH).

THCKOM TIOBEPX AMIOMUHHUEBOTO | JIMCKOM TIOBEPX AMOMHIHHEBOTO
KOJITIAYKa. KOJITAYKA. !
Shelf-life/ Cpok rensocTn 3 years. / 3 ropa.
KIT / KOMILIEKT
TESTS / NOKA3ZATEJIH SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI
Kit package / ¥YnaxoBka | Secon ackage Secondary package
KOMILJIEKTA 3 vials with the medical product and 3
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KXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

| Labeling/ Mapxupogka | According to the ND. / B cootsetcTeuM | Complies as prescribed / CooTBeTcTBYET
€ HOPMATHBHOM JIOKY MEHTALIHEH, TpehoBaAHIIM
CKit storage / For configuration with 1 filled vial and 1 ampoule with a solvent in a cassette:

XPancAHC KOMILIEKTa In the original packaging (a vial with medical product and an ampoule with solvent

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

Jna voaxosku mo 1 dmakony ¢ npenaparoM ¥ | aMoyne ¢ pacTBOpHIEIEM B
KacceTe:

B opurnransHOf ynakoBre ((M1aKoH ¢ NPCTIAPATOM M aMIIYJA C PACTBOPHTENCM B
NavKe) NpH TeMieparype He sbine 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. / |

[lis vnaxoBkH 10 3 (akoHa ¢ IPENaparoM | 3 amimviisl ¢ PacTBOPHTEIIEM B
Kaccere:

B oprrananeHoli ynakopxe (GrakoHEI ¢ IpenapaToM 1 aMITyJIbl ¢ PACTBOPHTEIEM B
[auKe)} IIpH TEMIepaType He Beiue 25 °C,

Kit shelf life / 13 vears. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok roqnocta koMniekTa | human use. / 3 roga. Cpok rogZHOCTH KOMIIEKTA ONPENEAETCI CPOKOM FOAHOCTH
JIeKapCTBEHHOrO NpenapaTa Al MEAHLHHCKOT0 IPUMEHEHH.

-+ =

Assessment: / 3axorouenue:  The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTBYET TPeOOBAaHHAM HOPMATHBHOTO aokymerta JIC-000295-160721.

VES TURKEL

Mo 5Ku,'e,'e ?
10 K a!; [@"6” g Cf’E{?ASS
Vi
TE”JfQ;g; % 0' .

(o]
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®
YGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Name of Product/
HanmenoBafue nmpenapara

Water for injections (solvent) /

Boga psisa HHBeKLUHii (PacTBOPpHTENL)

RESULTS / PE3YJIBTATEIL

Batch no./ Homep cepun 12D22
Amount of product per batch / Pazmep T 91234
cepuH
Date of Control / Jlata ananuza 03/2022
Manufacturing date / [lata npoeuzsoaerea :  04/2021
Expiry date /lara oxoHuanus cpoka o 0372026
FOAHOCTH
‘Water for injections (solvent) / Booa ansi HHbeKumii (pacTBOPHTEIb)
_ TESTS/IIOKA3ATEJIH __ SPECIFICATIONS / HOPMBI

Description /Onncanune

| Clear, colourless liquid without odor. /
T1po3paunas GeclperHas KHNKOCTE Ge3
3amaxa.

Complies / CooTReTcTBYET

Particulate matter / MexanntecKHue BKAIOYeHHA

Visible particles /
Budumure yacmuyb

Sub visible particles /
Hesudumpie yacmuys:

=10 pm particles /

YaCcTHIL pasMepoM = 10 MM

>25 pum particles /
JACTHAL PasMepoM = 25 MKM

' Should be absent. / JlomxHsl OTCYTCTBOBATH,

Not more than 6000 particles per ampoule; /
He Gonee 6000 na aMmyny;

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

Absent / OTCYTCTBYHOT

25

Acidity and alkalinity /
K#¢0THOCTD H IIET0YHOCTE

Test sample should pass the test. /
Hcermeiryemutii o0pasen 101%eH BLIIEPKUBATE
HCTIBITAHHE.,

Complies / CooTrercTBYET

Reducing substances /
Boceranapansawommne
BelllecTRA

Test sample should pass the test. /
Hcenbrryembrii o6pazen NOmKeH BRIICPKHBATE
HCIIBITAHHE.

Carbon dioxide
¥Yranepona AUOKCH]

/ He nomxHo GBITE TOMYTHEHHS B TCUCHHC
1 yaca.

No wrbidity should be observed within 1 hour.

Complies / CooTBeTCTBYET

—

Complies / CooTBercTBYET

Chlorides/ Xnopnani

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

<0.5 ppm

Nitrates and Nitrites/

HHTpaTb] H HHTPHUTRI

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

!
Sulphates / Cyabgatnl

No turbidity should oceur within not less than
1 h./ B TeueHue He Mesee | Yaca He JOMKHO
HabmonaThcs NOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complics / CooTBeTCTRYET
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®
EJGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / IOKA3ATEJH

SPECIFICATIONS / HOPMbI

Ammonium / AMMOHRIH

Calcium and magnesium /
Kansunii n maramii

Heavy metals/ Tsxennie
METAJNJIbI

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

Pure blue color should be observed (without a
violet hue). / Jlo/xHO HAOTIOOATLCA THCTO
cuHee oKpaluuBaHie (Ge3 ¢moneToBoro
OTTECHKQ),

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

RESULTS /PE3YJILTATHI
<0.6 ppm

Complies / CooteercrByer

<0.00001 % (<0.1 ppm)

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %

Cyxoii ocTaTox

Conductivity / Not more than 25 pS/em. / 1 pS/em./ ]

DIEKTPONPOBOIHOCTD He Gonee 25 MxCam/cm. 1 MxCm/cM.
“Extractable volume / | Not Iess than label claim (not less than 2 ml). / 2mi/

HapaexaeMblii 06bem He Menee HoMuHanEHOrO (HE MeHEE 2 MIL). 2 Mn

Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/

BaxTepnaibHble 3JHAOTOKCHHBI | injections. / He Gonee 0,25 ED/Mn Bons! mns <25 ED/ M

Steriﬁty / CTepuiLHOCTE

UHBEKLIHIA.

| Should be sterite. / JlomxHA GBITH CTEPRITLHOM, .

Packaging / Ynakorka

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. /
| Iepruunas yIIakoBKa
ITo 2 Mn pactBopuTens (Bofa Ui MHBEKLMII) B
amnysny w3 OecuserHoro crekna, Ten [. Ha
BEPXHCH 9ACTH AaMITyJibl H3HCCCHA TOYKA
PazIoMa OPaHKEBOTO IBCTA.

[ Primary package

Sterile / CTepunbHO.

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. /
[leppuaHan yNakoBKa

[lo 2 Mn pacreopurens (Boma st
WHBEKUMH) B aMIydy — M3
Oecupernoro crexia, tin . Ha
BepxHell WacTH aMImynbl HaHeceHa
TOYKA [1a3/loMa OPAHKEBOI'O L(BETA. |

Shelf-life / Cpox ronnoeTn

5 years. / 5 qer.

Assessment: / 3aKIodeHne:

The batch complies with the specifications according to NI JIC-000295-160721. /
Cepusn cooTpeTcTBYeT TpeboBanHAM HOPMATHBHOTO HoKymeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Control Supervisor
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®
JGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Name of Product/
Hanmenonaﬂﬂe npenapara

Water for injections (solvent) /

Boaa ana HHbeKIuii (PACTBOPHTEJIb)

RESULTS /PE3YJbTAThDI

Batch no./ Homep cepun 12D21

Amount of product per batch / Paimep o 91359

cepuH

Date of Control / laTa anannza 03/2022

Manufacturing date / lata nponzeoactea :  04/2021

Expiry date /JaTa okoHYaHHA cpoKa : 0372026

TOAHOCTH

Water for injections (solvent) / Bona pns unbexumii (pacreopurenn)

| TESTS/IIOKA3ATEJIH SPECIFICATIONS / HOPMBbI

Description /Onucanne Clear, colourless liquid without odor. /

Particulate matter / MexannueckHne BKAIOYEHHS

Visible particles /
Buoumeie vacmuys

[Tpo3pasinas HecuBeTHAS KUIKOCTH De3
3anaxa.

Complies / CooTBeTcTBYET

Should be absent. / JlomxHsI OTCYTCTBOBATE.

Sub visible particles /
Hegudumsie uacmuyol

=10 pm particles /

>25 pm particles /
JaACTHII pasMepoM > 25 MKM

Acidity and alkalinity /
KHeIoTHOCTH 4 Ie104H0CTh

Not more than 6000 particles per ampoule; /

gacTul pasmepoM = 10 mxm | He 6onee 6000 Ha ammyay;

Not more than 600 particles per ampoule. /
He Sonee 600 ga aMmyy.

Absent / OTcyTCTBYIOT

20

i Test sample should pass the test. /
HcnpiTyeMEiii 0Opasen [OJDKeH BEIISPKHABATE
HCTIBITAHHE,

Reducing substances /
BocceranaranBalomue
BelllecTBa

| Carbon dioxide
Yrnepona AHOKCHI

Complies / CooTBeTCTBYET

Test sample should pass the test. /
Henerryemetit 00pasenl DomKkeH BEIISPAKHBATE
HCIIBITAHHE.

Complies / CootBeTcTBYET

/ He non:xHo OBITH IOMYTHEHRMS B TEMEHHS
1 Haca.

Chlorides/ Xnopuasi

| Nitrates and Nitrites/

HHATpaTh! # HUTPUTLI

Sulphates / Cysndars:

| Not more than 0.00002 % (0.2 ppm). /

No turbidity should be observed within 1 hour.

Complies / CooTReTcTBYET

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

<0.5 ppm

He Bonee 0,00002 % (0,2 ppm).

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h./ B TeueHue He MeHee | yaca He JOTDKHO
HaGI01aThCa IOMYTHEHHC,

Complies / CooTeeTCcTRYET
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0
R GENSENTH

CERTIFICATE OF ANALYSIS/ CEPTUOHKAT AHAJIU3A

TESTS / TIOKA3ATEJIH

SPECIFICATIONS f HOPMBI

RESULTS / PE3YJbTATHI

Ammonium / AMMoRHI

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

Calcium and magnesium /
Kaasuni n maranii

Pure blue color should be observed (without a
violet hue). / Homxro HaGMOAATEC THCTO
CHHee OKkpaiiHBaHHue {6e3 duoneroBore
OTTEHKA).

<0.6 ppm

Complies / CooTBeTcTBY ST

Heavy metals/ Ta:xennie
METaJIbI

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

<0.00001 % (<0.1 ppm)

Residue after evaporation / Not more than 0.004%. / He Sonee 0,004%. 0.000 %
Cyxoii ocraTok
Conductivity / Not more than 25 uS/em. / 1 uS/em./
31eKTPONPOBOAHOCTE He 6onee 25 MrCm/cMm. 1 MxCwm/cM,
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
Hapaexaemblii 00bem He Menee noMuuaneHoro (He Mexee 2 Mi). 2 M

Bacterial endotoxins / Not more than 0.25 EU/mL of water for <25EU/mL/
BakTepHaibHbIe YHIOTOKCHHB! | injections. / He Gonee 0,25 ED/Mn Boabi s <25 ED/wMn

HHBEKIHH,

Sterility / CTepuaLHocTh

Should be sterile. / JJomikHa OBITE CTEPHITBEHOH.

Packaging / ¥naxoBka

Primary package

Sterile / CrepunsHo.

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. /
TlenBuyHAs YIAKOBKA

Tlo 2 mn pactBopuTens (Boma Ins
HUHEBEKLHIT) B aMmryny W3
BecuserHoro crekra, tMn I Ha |
BEpXHEH 4acTH aMIyJIel HaHeceHa
TOHYKE [a3770Ma OpaHKEBOro LIBETA.

5 years. / 5 ner. |

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. /
Tleppuynan yIakoBka

Tlo 2 My pacteOpuTRISE (BOAA IUIA HHBCKITHIT) B
ammyiny w3 bGecuserHoro crexna, tan [, Ha
BepxHell uacTH aMmyssl HaHeceHa TOUKa
paznoMa OpamkeBOTO LBETA.

Shelf-life / Cpox reaHocTn

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust cooTBeTcTBYeT TpeGoBaHIIM HOpMaTHBHOrO fokyMenTa JIC-000295-160721.

Assessment: / 3akinoueHHe:

Ali Ethemoglu
Qulity Control Supervisor

DGrh

€

GEMNSENTA PHARMA
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s
BRENSENT

CERTIFICATE OF ANALYSIS/ CEPTH®HUKAT AHAJIN3A

Name of Product/
HanmeHoBanHe npenapata

Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepuH

Date of Control / JaTa anaanza

Manufacturing date / [aTa npouzsoacrea

Expiry date /lara oxoHuaHHs cpoka

rOOHOCTH

Water for injections (solvent) /

Boja an1a MHEbEKOUH (PacTBOPHUTEAD)

12020
91436

0372022
04/2021
03/2026

Water for injections (solvent) / Boxa nna manexunii (pacTBOpHTENL)

| TESTS /IMOKA3ATEJIH
Description /Onncanne

SPECIFICATIONS / HOPMEI
Clear, colourless liquid without odor., /
[po3paynas GecupeTHad KATKOCTE Oe3
3amaxa.

RESULTS / PE3YJIbTATHI
Complies / CooTBeTcTBYET

Particulate matter / MexaHu"ecKHe BKJIIOMeHHs

Visible particles /
Budumwie yacmuysl

Sub visible particles /
Heguoumvie uacmue:

=10 um particles /
YACTHIL PA3MEPOM > 10 Mkm

>25 um particles /
JacTHI pazMepoM = 25 MKM

Should be absent. / JIJomkHBI 0TCYTCTBOBATE.

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

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

Absent / OTcyTCTBYIOT

28

Acidity and alkalinity /
KHCAOTHOCTE H IIEJI0YHOCTh

Reducing substances /
Boccranapausammue
BelllecTBA

Test sample should pass the test. /
HeneiTyeMsbtil oGpazen JomkeH BEIEMKRBATE
HCIILITAHNE.

Test sample should pass the test. /
HenbiTyeMblil o6pasell HoNkeH BhIIePHUBAT
HCTIBITAHHE.

Complies / CooTeeTcTBYET

(_Zomplies / CooTBeTCTBYET

Carbon dioxide
¥raepona IHOKCHA

No turbidity should be observed within 1 hour.

/ He nomxHO ObITL NOMYTHEHHUS B TCUCHUE
1 gaca.

CompliEs { CooTBeTCTBYET

Chlorides/ X topunsi

Not more than (.5 ppm. / He 6onee 0.5 ppm.

<0.5 ppm

Nitrates and Nitrites/

HHTpaTBl B HETPMTBI

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

<0.00002% (<0.2 ppm)

Sulphates / Cynndatm

No turbidity should occur within not less than
1 h. / B TeucHpe He MeHee 1 uaca HE TOMKHO
HabJIoaThCA NMOMYTHEHHE.

Complies / CoorsercrByer
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIN3A

TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMb

Ammonium / AMMvouHit

RESULTS / PE3YJIBTATEL

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

Calcium and magnesium /
KanbnuHii 4 maremii

<0.6 ppm

Pure blue color should be observed (without a
violet hue). / JlomkHo HaOMIOAATRCA SHCTO
CHHee OKpalnHBaHie (0e3 HHONETOBOTO
OTTEHKA).

Heavy metals/ Tszkennie
MeTaLbl

Residue after evaporation /
Cyxoii ocTaTok

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

Complies / COOTBC’I‘ETByeT

<0.00001 % (<0.1 ppm)

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

‘ Conductivity /
IIeKTPONPOBOIHOCTE

Not more than 25 pS/cm. /
He 6omee 25 MxCm/cm,

Extractable volume /
H3Baexaemblil ohbem

Bacterial endotoxins /
BakrepuaibHbie YHI0TOKCHHb

0.000 %

1 pS/em./
1 MxCwM/cMm.

Not less than label ¢laim (not less than 2 ml). /
He mMenee HoMuHambHOro {He MeHee 2 M),

2mil/
2 Mn

| Not more than 0.25 EU/mL of water for

injections. / He 6onee 0,25 ED/Ma Boae ama
HHBEKLIHH.

Sterility / CTtepHabHocTD

<25EU/mL/
<25E3/Mn

Should be sterile. / Jlomkna GBITH cr;pﬂ.nbﬂoiz‘l.

Packaging / ¥Ynakoska

Sterile / CTepHJ]bHO._

Pn?]w_pzckage

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. /
[lepBHYHAA yIIaKOBKA

Ilo 2 mn pacTeOpHTENA (Boda IJIA MHBEKLIHIT) B

aMmyny u3 OecuBerHoro crekma, THn 1. Ha

BEPXHEH YacTM  aMITYJlBI
pas3ioMa OpaHKEBOTO UBETA.

HaHECCHa TOYKa

Shelf-life / Cpox ronHocTH

5 years. / 5 mert.

Assessment; / 3akodeHHe:

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. /
[TepsUyHAad v OAKOBKA

[lo 2 mn pacTBOpUTENs (BOma A
HMHBEKLMIH) B aMIynmy w3
becuBerHoro cTexkna, ten I, Ha
BEpXHeH 4aCTH aMITyJIbl HaHeceHa
TOYKA PA3NOMA OPAHKEBOTO HBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepua cooTBeTcTBYET TpeOOBaHHAM HOPMATHBHOrO AokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Qulity Cygptrol Supervisor

SENSENTA PHARMA
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