S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

Name of Product/
HaumeHnorsanne npenaparta

Batch no./ Homep cepuun

Amount of product per batch /
Pa3mep cepun

Date of Control / laTa ananuza

Manufacturing date / Jara
MPOH3BO/ICTRA

Expiry date /1aTa oxoHuanus
CPOKA FONHOCTH

| TESTS / IIOKA3ATEJIH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPE/JA®, tAodHIH3aT 115 HIPHTOTOBIEHHS PACTBOPA AJIs

HHbERHMHA, 20 Mr
22L16681A

40.482,000

11.2022
11.2022

10.2025

SPECIFICATIONS /f HOPMbI

RESULTS/ |
PE3YJbTATEI

‘ Appearance / Onucanue

Yellow with greenish tint iyophilized powder. /
JvotdunusupoBanHplii  TOPOIIOK  KENTOTO C
3€JICHOBATHIM OTTEHKOM LIBETd,

Complies / CooTBerctByeT

Identification / loaaunHocTe

Tenoxicam by HPLC /
Tenoxcurxam (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 impurities (254 nm)). / Bpems
YA KUBAHHST THKA  TCHOKCMKaMa  Ha
XpOMATOrpaMme HCIILITYEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATE BPEMCHH
VIEePKUBAHHS MHK2  TCHOKCHKAaMa  Ha
XPOMATOIPAMME CTAHAAPTHOLC pacTBopa (CM.
«PojicTReHHbIE MPHAMECHY, oTpefieNeHne
eNMHUYHEIX TIpHMecell W CYMMB IIpHMeceit
(254 uM) ).

Complies / CootBerciByeT

Tenoxicam by UV-
spectrophotometry / Tenoxkcuxam
(Yo-

CREKMPOIOIMOMEmpUiecKiii)

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). / Vd-cmexrp
TIOTTTOLIEHHA MCTEITYEMOTO pacrsopa,
HOpPHTOTOBIEHHOIO st KOJAMYECTBEHHOTO
onpeacneHs, 8 obaactn ot 230 HM mo 400 uMm
JJDKEH MMETh MAKCHMYMBI TIPH IJIMHAX BOJIH
257 &£ 2HM, 285 + 2HM u 368 £ 2EM (oM.
«KonmnuecTBenHOe onpeeneHue TeHOKCHKAMas ).

Complies / Coorserctayer




CXGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUDOUKAT AHAJIM3A

TESTS / TIOKA3ATEJIA

Sodium metabisulfite /
Hampusa memabucyasghum

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJABTATHI

The retention time of Sedium metabisulfite peak
obtained in the chromatogram of the test solution
corresponds 1o that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite” test. / Bpems yaepxuBaHua MHKA
Hatpua MeTabucynbpura Ha XpoMmarorpamme
HCIBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATh BPEMCHH Y/ACIKHBAHHA IIHKA
HaTpHa MeTabMcynbduTa HA XpoMaTorpaMMe
cTaHzapTHOro pacteopa (oM. «KonmuvectseHroe
OTIpefIcNeHHe HAaTpHs MeTa0HCyNLgpHTan ).

Complies / Coorrercayer

. Dissolving time / Bpems
pacTBopeHHs!

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJIEHHOT0 PacTBOpa

" Solution clarity /
IMpospayHocTs pacTBOpa

Not more than 60 seconds. / He 6omnee 60
CEeKYHI.

19 sec/ 19 cex

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / ITpemapar
AOIDKEH pacTBOPATECA NOJTHOCTEIO c
OTCYTCTBHEM HEPACTBOPCHHBIX 4YacTHI, 0e3
BHINMBIX MCX2HHMHCCKWX BKMIodeHuid. PacTsop
AOJDKeH OBITE MIPO3PauHbIM.

Complies / CooTBeTcTBYET

The product solution should be clear. / PactBop
TpenapaTa JOIKeH GEITE NPO3PaUHbIM,

I Solution Color /
LeeTHOCT: pacTBOpa

The product solution should not be more
intensively colored than the reference solution
GY. / CreneHb okpacky pacTBOpa Tpemaparta He
JIOTDKHA MPeBBILATh 3Ti0H GY).

Complies / CooTBeTcTBYET

Complics / CooTeetcTBYET

pH

7.5t010.0./ 01 7,5 no 10,0.

9.2

Particulate matter / MexaHH"ecKHe BRIHMIEHHS

Visible particles /
Budumbie vacmuys

Subvisible particles /
Hecudumvie vacmuypr

=10 pm particles/
Yacrur pazMepoM = 10 MEM

=25 um particles/
YacTun pasMepoM = 25 MkM

| Should be absent/ JIOMKHEI OTCYTCTBOBATE

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

Not more than 600/vial. /
He 6onee 600 na dnakoH.

Absent /QreyTCTBYIOT

62 / vial
62 / nakon

0/ vial
0/ dnaxon
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CXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIU3A

TESTS / IIOKA3ATEJN

2-aminopyridine /
2-aMHMHORUPHINH

Individual unidentified impurity /

Enunuunas
HeHAeHTH(HUIHPOBaHHAA [IPHUMECE

Total impurities /
CymMma npAaMeceH

Uniformity of dosage units /
OnHOpOAHOCTb A03HPOBAHAS

Water /Bona

Bacterial endotoxins /
BaxrepuansHble 3HIOTOKCHHE]

Related substances / PogcTBennbie NpaMecH

SPECIFICATIONS / HOPMbI

RESULTS / PE3Y.JIBTATHI

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

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

Not more than 1.0 %. / He Gonee 1,0 %o.

Below LOQ (LOQ = 0.05%) /
Hitke mpenena KOJMUECTBEHHOTO
onpenenenna (I1IKO = 0.05 %)

Not detected / He oGHapy:xeHa
Below LOQ (LOQ = 0.05%) /

Hwxe npenena KoMMYeCTBEHHOTO
| onpenenenua (ITKO =0.05%)

| The Acceptance value (AV) should be not

oonee 15,0

AV=2.7 (n=10)
more than 15.0. /  Ilokazatens
npHemMnemoct (AV) pomkeH ObITE He
0.9 %

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

| Not more than 1 EU/mg of tenoxicam. /

He 6omnee 1 ED/Mr TeHOKCHKaMa.

‘ 'Sterility /CTepuILHOCTE

Assay / KoanruecTBeHHOe onpeneneHHe

Tenoxicam / Tenoxcurxam

Sodium metabisulfite /
Hampua memabucyrvpum

Should be sterile. / J[omxeH ObITh
CTEPUIIBHBIM.

<0.128 EU/mg /
<0.128 ED/ mr

Sterile / Crepunen

90.0% to 110.0% of C;3:H;;N304S2
(tenoxicam) of label claim. / Ot 90,0 % no
110,0 % CisHiN3O4S: (1eHokcukam) ot
HOMHHAJIBHOTO CO/ISHKaHUA.

98.1 %

85.0% to 110.0% of Sodium metabisulfite
of the label claim. / Ot 85,0 % 5o 110,0 %
HATPHA MeTAGHCYIB(PHTA 0T HOMMHANBHOTO
CONEKAHNA.

94.1 %
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S
KX GENSENTA

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIM3A

TESTS / TOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTAThl |

' Package / YmakoBKka

| Shelf-life/ Cpok roanocT

TESTS / IOKA3ATEJH

'Kit package / Ynaxoska |

KOMILICKTa

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. /
IeppryHas Y NAKOBKA

IMo 20 Mr TeHoxcHkama Bo (uiakoH m3

OeCIBETHOTO CTeKIa THI I,
YKYTIOPEHHBIHA npobxott H3
OpoMOYTIIIOBOH  pe3lHBl,  OOKaTOMH

ATIOMHHHEBBIM KONMAYKOM ¢ KOHTPOJIEM
IIEPBOr0  BCKPLITHA W TNACTHKOBBIM
JHCKOM MOBEPX ANFOMHBHEBOTO
KOJIavKa.

3 years. / 3 roga.

KIT / KOMILVIEKT

SPECIFICATIONS /f HOPMbI
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. /

' BropuyHas ynakoBka

Mo 1 dumakony ¢ npemapatom u 1
amnyae ¢ pacTBOPHTENEM IIOMELIAIT B
KACCeTY M3 MOJMBHHIIXJIOPUA.

Mo 3 ¢nakona c mnpemapatoM H 3
SMHOYJIBl ¢ PACTBOPHTENEM TOMEILAKT B
KACCETY W3 MONMBHHMITXIOPHIIA.

1 kacceTy BMecTeé ¢ MHCIPYKLHe#H 1o
OPUMEHEHA)  TOMEIUAloT B MadKy

KapTOHHYIO.

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. /
Ieppyunas yIIaKOBKa

ITo 20 Mr TeHOKCHKaMa BO (UTakoH U3

OecuseTHOTO CTCKNA THII I,
YKYNOpPEHHEI npobxoit "3
OpoMOyTUnOBOH  pe3uHEl, ODKaTO

ANKOMHHUEBBIM KONMAUKOM ¢ KOHTPOIICM
NEPBOT0 BCKPBITHA H ILNACTHKOBLIM

IHMCKOM MOBEpPX AMFOMUHHUEBOTO
| Konnauxa,
| RESULTS /PE3YJILTATHI
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. /

Bropuunad yHakoBKa

Ilo 3 d¢nakona c npemapatoM H 3
AMITYJIEl ¢ PACTBOPHTEIIEM [OMEIIAT B
KAacceTy W3 TOMMBHHAINXIopHza. |1
KacceTy BMecT¢ ¢ MHCTpyKuueli Mo
OPHMEHEHHI0 [OMEIAIOT B IauKy
KAPTOHHYTO.
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S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Labeling/ MapkupoBKka | According to the ND. / B cootrsetctsni | Complies as prescribed / CooTreTcTBYET
| C HOPMAaTHBHOH IoKyMeHTarHeH. l TpeGoBaHAAM |
i Kit storage / For conficuration with 1 filled vial and 1 ampoule with a solvent in a cassette:

XpaHeHHC KOMILIeKTa In the original packaging (a vial with medical product and an ampoule with solvent

in the carton), at temperature below 25 °C. /
Jlng ynakopku 110 1 GJakoHy ¢ IpenapaToM ¥ 1 amirysie ¢ pACTBODUTC/IEM B

Kaccere;

B opHrdRanbHOY YIAKOBKE ((TaKoH ¢ MpenapaToM H aMITya ¢ PACTBOPUTEIEM B
ITauKe) IpY TeMNEpaType He Bonue 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. /

Jls YIAKOBKH 10 3 (MUIAKOHA ¢ OPenapaToM U 3 aMIylbl ¢ PACTBOPUTENEM B
Kaccere:

B opuruHaneHoi ynakoske (QIakoHbl ¢ NPETapaToM H aMITyJibi C pACTBOPUTENEM B
niauKe) Ipy TeMMepaType He Beime 25 °C.

| Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox rogHocTH xommnaexkta | human use. /3 ropa. Cpok rOIHOCTH KOMIJIEKTA ONPEACIACTCA CPOKOM FOIHOCTH
JEKAPCTREHHOTO TIPEIapaTa Ui MEIHIMHCKOTO IPHMEHEHHS.

Assessment: / 3akmiouenue: The batch complies with the specifications according to ND JIC-000295-160721./
Ceprs COOTBETCTBYET TpeGOBAHNAM HOPMAaTHBHOIO JOKYMCHTA JIC-000295-160721.

H. MEHVES TURKELI

.[{.f_,_,,\.

% TA
RIGENSENTA s
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®
BRGENSENT

CERTIFICATE OF ANALYSIS/ CEPTH®HUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /

HanmeHoBpaHHe ApenapaTa Boja Ana MHbeKI N (pacTBOPHUTE D)

Batch no./ Homep cepun 22H4

Amount of product per batch / Pazmep . 90051

CcepHH

Date of Control / IaTa anaausa 09/2022

Manufacturing date / lata npoussoacrea @ 0872022

Expiry date /]aTa oxoOH4aHHA cpoKa : 072027

TOAHOCTH

Water for injections (solvent) / Bona 119 uabexkiai (pacTBOpHTEIDL)

. TESTS/NOKA3ATEJH | SPECIFICATIONS /f HOPMBLI

Description /Onucanue

Clear, colourless liquid without odor. /
TIpozpauras GecliBeTHAs KHIKOCTE 0e3
3amaxa.

RESULTS / PE3YJIBTATHI
Complies / CooTBeTcTBYET

Particulate matter / Mexanudecxkne BKJIIOYEHHA

Visible particles /
Budumpre wacmuysl

Sub visible particles /
Heaudumbie yacmuyo:

>10 um particles /
gacTHL pasMepoM = 10 Mrm

>25 um particles /
YACTHIL PAIMEPOM = 25 MEM

Should be absent. / JJoKHBL OTCYTCTBOBATS.

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

Not more than 600 particles per ampoule. /
He 6omee 600 Ha amnyy.

" Acidity and alkalinity /
KucaoTHocte B LIEJFO0YHOCTE

Test sample should pass the test. /
Heneityembiil o6pasel; J01KEH BELISPKHBATD
HCNLITAHKE.

' Reducing substances /
BoceTanapauBawmue
BelIecTBA

Carbon dioxide
¥Yraepona AHOKCH

Chlorides/ Xnopuawl

Nitrates and Nitrites/

HuTparsl 1 HHTPHTBI

Test sample should pass the test. /
HenprryeMEil obpazel, 1OKEH BEIIEPKHBATE
HCIBITAHUEC.

Absent / OrcyTCTBYIOT

Complies / CooTBeTCTRYET

Complies / CooTReTcTRYET

No turbidity should be observed within 1 hour.

/ He A0mKHO OBITH IOMYTHEHHS B TEUEHUE
1 yaca.

Complies / CooTBeTcTBYET

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

<0.5 ppm

“Not more than 0.00002 % (0.2 ppm). /

He 6onee 0,00002 % (0,2 ppm).

Sulphates / Cyasparsi

No turbidity should occur within not less than |

1 h./ B Teuenue He MeHee | yaca He JOKHO
HabIIATHCA TOMYTHEHHE.

<0.00002% (<0.2 ppm)

- Complies / CooTBercTBYeT
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®
RGENSENT

CERTIFICATE OF ANALYSIS/ CEPTH®HUKAT AHAJIN3A

TESTS / IIOKA3ATEJIU B ~ SPECIFIECATIONS / HOPMbI RESULTS / PE3VJIBTATHI

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

| Pure blue color should be observed {without a Complies / CooTBeTCTBYET
violet hue). / Jomxao HadMozaThLCH 9UCTO
cuHee okpainusanie {Ge3 ¢puonerororo

OTTEHKA).

Calcium and magnesium /
Kaannnii n Maruui

| Not more than 0.00001 % (0.1 ppm). / <(.00001 % (<0.1 ppm)

Heavy metals/ Takensie
| He Gonee 0,00001 % (0,1 ppm). |

MeTAJIBI
Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. o 0.000 %
Cyxoii ocraTok
Conductivity / Not more than 25 pS/em. / 9 uS/cm./
JIEKTPONPOBOITHOCT He Oonee 25 MxCwm/cm. 9 mrCwm/cm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/ I
H3nirekaeMblii 00bem He Menee HoMuHanBHOTO (He MeHee 2 ML), 2 Mn
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BakTepHaabHbI¢ IHIOTOKCHHBI | injections. / He Somnee 0,25 E9/Mi Boas! 114 <0.25 ED/ Mn

WHBEKIHH.

Sterile / CTepiibHo.

Primary package

Should be sterile. / HoaxHa ObITE CTEpHABHOH.

Primary package

Sterility / CrepuibHOCTB

'“Packaging { ¥naxkoBka

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. /

2 mlL of the solvent (water for
injections) in a colorless glass
ampule type | with an orange one-

point-cut at the top of the ampule. /
[MepBUYHAA ¥ DAKOBKA

IMo 2 mn pactBopHATEns (Boma Ins
WHBEKIHI) B aMIYTY W3
OecnBeTHoro crekma, THm 1. Ha
BEPXHEH 4YaCTH aMITyNbl HaHeceHa
TOYKA [a3IOMa O aHKEBOTO [IBETA.

IlepHuHan ¥ IIakKOBKA

Mo 2 mMn pacTeopHTENA (BOAA JUIH HHBEKIUH) B
amnyny u3 Oecrpersoro crekna, Tin I Ha
BepXHEH 4acTH aMIylBl HaHeceHa TouKa
Pa3sIoMa OPAHKEBOr0 UBETA.

Shelf-life / Cpox roanocru ' 5 years. / 5 rer.

Assessment: / 3aKnoveHue: The batch complies with the specifications according to ND JIC-000295-160721. /

Cepus cooTBeTcTBYET TpeboBaHnAM HOpMaTHBHOrO gokyMenta JIC-000295-160721.

Ali Ethemoglu
Quallty}.;( ontrol Supervisor

( /v“ﬁ ENTA

ORERFANN
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®
RGENSENT

CERTIFICATE OF ANALYSIS/ CEPTHOUKAT AHAJIU3A

Name of Product/
HanmenoBanue Ipenapara

Batch no./ Homep cepun

Amount of product per batch / Pasmep

cepuu

Date of Control / laTa anannza

Manufacturing date / laTta npoussoacrsa

Expiry date /laTa oxon4aHuda cpoka

TOAHOCTH

‘Water for injections (solvent) /

Boja g% HHBEKIHA (PacCTBOPHTEB)

22H6
90664

10/2022
0872022
07/2027

Water for injections (solvent) / Boga niaa unbekiuuii (pacTeopHTe/b)

TESTS / MOKA3ATEJIH

SPECIFICATIONS f HOPMBI

RESULTS / PE3VJBTATEL

Description /Onncanne

Visible particles /
Budumsie vacmuior

Clear, colourless liquid without odor. /
IMpoapauHas GeclBETHAA KHIKOCTh He3
3amaxa.

Complies / CooTBeTCTBYET

Particulate matter / Mexanpdeckne BRIKOYMEHHS

Should be absent. / JJoMXHBI OTCYTCTBOBATE.

Absent / OTcyTcTBYIOT

Sub visible particies /
Hesudumvie vacmuybi

>10 um particles /
JacTHIL pasmepoM = 10 MKM

=25 um particles /
YACTHI Pa3MEpPOM > 25 MKM

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

Not more than 600 particles per ampoule. /
He Gonce 600 Ha ammyny.

Acidity and alkalinity /
KHCI0THOCTD B IEJI0YHOCTL

Reducing substances /
BoceTanaganBaronme
BCIIECTBA

Test sample should pass the test. /
HcneiTyemblii obpaszel] A0MKEH BEIICPKUBATE
HCHBITAHHG.

Complies / CooTBeTcTBYET

Test sample should pass the test. /
HenpiTyemptit obpaser; omxeH BEIACPKHBATE
HCOEITAHHE.

Carbon dioxide
Yraepoaa NHOKCHD

No turbidity should be observed within 1 hour.

/ He momxHo GBITE TOMYTHEHUS B TEYEHHE
1 uaca.

Complies / CooTBeTCTBYET

Complies / CootBeTcTBYCT

" Chlorides/ X1i0puab1

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

Nitrates and Nitrites/

HHTpaTbI H HHTPHTDBI

' Sulphates / Cyangatnl

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

No turbidity should occur within not less than
1 h. / B Teyenne Be MeHee 1 gaca Be TOMKHO
HaBIIOREATHECA TOMYTHEHHE.

<0.5 ppm
<0.00002% (<0.2 ppm)

Complies / CooTBeTcTBYET
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®
GJGENSENT

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIN3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJII)TATI)Z |

Ammonium / AMMOHHI

Calcium and magnesium /
Kaabsunfi u Marumii

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

<(.6 ppm

Pure blue color should be observed (without a
violet hue). / JomkHo HAOMIOOATECS HHCTO
CHHee okpanuBanue (6e3 droneToBoro
OTTEHKE),

Complies / CooTBeTcTBYET

HHBEKLHH.

Heavy metals/ Taxeanie | Not more than 0.00001 % (0.1 ppm). / ] <0.00001 % (<0.1 ppm)
MeTAJLIbI He 6onee 0,00001 % (0,1 ppm).

" Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. 0.000 %
Cyxoii ocTaTox

'anductivity / - Not more than 25 pS/cm. / 7 uS/em./ Bl
DNeKTPOTIPOBOIHOCTD He Gonee 25 MxCwm/cM. | 7 MrCwm/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / [ 2ml/
HzBaexkaembiii 00beM He MeHee HoMHHanBHOTO (He MeHee 2 MT). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
BaxTepHajbubie dHAOTOKCHERI | injections. / He 6onee 0,25 ES/Ma Bogw ans <0.25 ED/Mn

Sterility / CTrepuanHocTh

Should be sterile. / lonxHa 6bITE CTEPHILHOI.

Sterile / Crepunsho.

Packaging / ¥nakoska

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. /
[MepBryHAA YIAKOBKA

| ITo 2 mn1 pacTBOpHTENA (BOAA A HHBCKIHIA) B
amnyry u3 OecuperHoro crewna, tun I Ha
BepXHEH YacTH aMITyNBEl HaHEeCeHA To4YKa
pAazioMa OpPaHKEBOTO LIBETA.

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. /
IIepBruHAN ¥ NAKORKA

Tlo 2 mn pacTBOpHTENA (BOIa s
HHBEKOH) B ammyny 3
GecupetHoro ctekna, THn [ Ha
BepxHeH YacTH aMITyJbi HAHECEHA |

TOYKA pa3jioMa OpPaHXKCEOT0 UBETA.

| Shelf-life / Cpok roTHOCTH

| 5 years. / 5 mer.

Assessment: / 3aknoueHne:

The batch complies with the specifications according to ND JIC-000295-160721. /
CepHa COOTBETCTBYET TpeboBaHHAM HOPMATHBHOTO JoKyMenTa JIC-000295-160721.

Ali Ethemoglu
Quality (_;Tntrol Supervisor

\;: ' ‘\.\_.-"_
20 FENSENTAN
TG Sa ayi ve icaret A.S.
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®
CRGENSENT

CERTIFICATE OF ANALYSIS / CEPTHO®OHKAT AHAJIU3A

Name of Product/
HanmenoBanue npenapara

Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepuH

Date of Control / laTa anannsa

Manuafacturing date / laTa npou3goicTea

Expiry date /HaTa oxonuanus cpoka

TOAHOCTH

Water for injections (solvent) /

Boja aAnA HHBEKIHH (PACTBOPHMTENB)

22H7
90876

10/2022
0872022
07/2027

Water for injections (solvent} / Bona a9 nabeknui (pacTBOpHTEID)

TESTS / ITIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PEIYJABTATHI

' Description /Onncanne

Visible particles /
Buoumure vacmuyvl

Particulate matter / MexaHu4ecKHe BKIOMEHHR

Clear, colourless liquid without odor. /
TIpospaunas GecuBeTHAS KHAKOCTE Oe3
3anaxa.

Complies / CoorBeTcTBYET

Should be absent. / JEo:uKHET OTCYTCTBOEATS.

" Sub visible particles /
Hesgudumvie vacmuybl

>10 um particles /
gacTal pazmepoM = 10 MKM

>25 pm particles /
qacTHI[ pasMeEpPOM = 25 MKM

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

Not more than 600 particles per ampoule. /
He 6onee 600 ya amnyany,

Absent / OTcyTCTBYIOT

Acidity and alkalinity /
KHcI0THOCT H MIEI0YHOCT

Reducing substances /
BoccranasauBallnge
BEIECTBA

Test sample should pass the test. /
Hcnerryemslii 0dpazell JOMKEH BRIICPKHBATE
HCTIBITAHHE,

Complies / CootBeTcTBYET

| Test sample should pass the test. /

HcneiTyeMsli o6pasels 10IKEH BEIEPKHBATh
HCHEITAHNE.

Carbon dioxide
¥raepoaa AHOKCHI

No turbidity should be observed within 1 hour.
{ He pionsHO BLITE IOMYTHEHHS B TEYEHHE
| gaca.

Complies / CooTBeTcTBYET

Complies / Coorsercrayer

Chlorides/ Xnopuasl

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

Nitrates and Nitrites/
HHTpaTEl H HHTPHTBI

Sulphates / Cleb_(l)aTbl

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

<0.5 ppm

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than

1 h. / B Teqenne He Menee 1 uaca He TOMKHO
| HabIIOOATECS IOMY THEHUE.

Complies / CooTBeTcTBYET |
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BGENsENT

CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIU3A

TESTS / IMOKA3ZATEJAU

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATHI

Ammonium / AMMOHRHI

Calcium and magnesium /
Kaabuuii 1 Maruuii

Heavy metals/ Ta:xeabie
METAJLIBI

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

<0.6 ppm

Pure blue color should be observed (without a
violet hue). / Tomxso HabMOOATECH YHCTO
curee oxpammBanne (0e3 droneroBoro
OTTEHKa).

Complies / CooTBercTBYET

| Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,60001 % (0,1 ppm).

Residue after evaporation /
Cyxoif ocTaTor

Conductivity /
INeKTPONPOBOAHOCTD

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

<0.00001 % (<0.1 ppm)

0.000 %

Not more than 25 pS/cm. /
He 6omnee 25 MxCwm/cM.

6 uS/cm./
6 MkCm/cm,

Extractable volume /
Hipaexaembiii 00beM

“Bacterial endotoxins /
BakrepHanbuble 3I0TOKCHHBI

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

Not more than 0.25 EU/mL. of water for
injections. / He Gonee 0,25 E3/mn Boxs! gis
HHBEKITHIA.

2ml/
2 M

<0.25EU/mL/
<0.25E3/Mn

Sterility / CTepuabHocTh

Should be sterile. / JomkHa OBITE CTEPUIBHOH,

Sterile / CtepripHo.

| Packaging / ¥YmakoEKa

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. /
TTepsAunas vIaKOBKA

ITo 2 mn pacTBOpuTENs (Boma A1 UHLEKIMIL) B
aMmmyny H3 OecuBerHoro crexna, Tun 1. Ha
BEPXHEH wacTM aMiyjsl HaHeceHa TOYKA
PAa3iioMa OparKeBOTO HBETA.

Shelf-life / Cpok rognoctn

5 years. / 5 ner.

Assessment: / 3aknoueHue:

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. /
Tlepruunan vIakoBKa

flo 2 mn pactBopHTens (Boja [y
HOBEeKLHE) B aMmyry  u3
OecupetHoro crexkna, THo I Ha
BEPXHell YacTH aMmyJEl HaHeceHa

| TOUKA Pa3ToMa OpaHKEBOT'O HBETA. |

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBETCTBYET TpebOBaHAAM HOpMaTHBHOTO ZokyMenTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

et

flagc Sanayi ve Ticaret A.§.
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