CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIA3A

Name of Product/
HaumeHoBanHe TIpenapaTta

Batch no./ Homep cepun

Amount of product per batch /
Pa3mep cepun

Date of Control / {aTa anannza

Manufacturing date / TaTa
NPOM3BOACTBA

Expiry date /JEara oxoHMaHHA
€poKa ToOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,
20 mg/

TEKCAPEJ®, nnodnausar A/19 APHTOTOBAEHN PACTBOPA 4JA
uHbeKuni, 20 Mr

24D30161A

41.635,000

05.2024
04,2024

03.2027

‘ TESTS / MOKA3ZATEJH

‘ Appearance / Ouucanue

RESULTS /

SPECIFICATIONS /f HOPMBI PE3VILTATHI

| Yellow with greenish tint lyophilized powder. /
Juopunusapopanuplif mopomox  xkenroro ¢ | Complies / CooTBercrByer
3@NIEHOBATHIM OTTCHKOM IIBETA.

Identification / TloxTHHHOCTEL

Tenoxicam by HPLC /
Tenoxcuxam (BAKX)

Tenoxicam by UV-
spectrophotometry / Tenokcurkam
(Y-
crexmpodomoMempuiecKkuii)

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
yIepKABaHHA MMKA  TEHOKCHKaMa Ha | Complies / CooTBETCIBYET
XPOMATOTPAMME MCTIBITYEMOTO pacTBopa |

TOJDKHO COOTBETCTBOBATH BpeMeHH

yIepKHBaHNA NHKa  TeHOKCMKaMa Ha

XpOMATOTPAMME CTAHOAPTHOTO pacTBopa (M.

| «PoacTBeHHBIE PHUMECHY, onpeneneHne
CMHHYHBIX HpPUMEceH W CYMMBI TIpHMeced |
(254 aM]).

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). / Y®-cmextp
MOTIOIIEHAA ACTIEITYEMOTO pacteopa, | Complies / CooTBeTcTBYET
TIPHrOTOBICHHOTO LA KOJTHYECTBEHHOTO
onpenenennd, B obmacti ot 230 M mo 400 HM
IO/DKeH HMETh MAaKCHMYMBI TPH JJIMHAX BOJIH
257 £ 2um, 285 £ 2uM M 368 £ 2uM (cMm.
«KonnuecTseHHOe onpeneneHHe TCHOKCHKAMAY ). |
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CERTIFICATE OF ANALYSIS / CEPTUDOHKAT AHAJIU3A

TESTS / TIOKA3ATEJIH

Sodium metabisulfite /
Hampun memabucyrsdhum

SPECIFICATIONS / HOPMBI |
|

RESULTS/
PE3YJbTATBI

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 yaepKHBaHHS TIHKa
HaTpHs MeTabHCYNb(UTA HA XPOMATOIDAMME
HCIBITYEMOTO pacTeopa TOIKHO
COOTBETCTBOBATE BpPeMEHH VISPKHBAHWA IIHKA
HaTpusg MerabHCYIb(MTa HAa XpoMaTOrpamMMe
cTaHAapTHOro pacrBopa (cM. «KonudectpenHoe
OTIpeAETICHHE HATpUA MeTabucynbhuran).

Dissolving time / Bpems
PacTBOpeHHs

Not more than 60 seconds. / He Oomee 60
CEKYHI,

Complies / CooTBETCTBYET

25 sec/ 25 cex

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJEHHOTO PacTBopa

Solution clarity /
Ilpo3padHocTE pacTBOpA

Solution Color /
LlseTHOCTL pacTBOpa

| The product solution should be clear. / Pactsop

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpcnapar
IOIKEH DACTBOPATECS TOJHOCTHIO c
OTCYTCTBHEM HCDACTBOPCHHBIX UACTHL, Oe3
BHOUMBIX MeXdHHYECKHX RBKIKucHME. PactBop
IOIKEH OBITH IPOZPAYHBIM.

Complies / CooTBeTCTBYET

Mpenapara NoMKeH ObITh IPO3PAvHbIM.

Complies / CooTreTcTBYET

The product solution should not be more
intensively colored than the reference solution
GY,. / CTeneHs OKpacki pacTBopa [Ipenapara He
JIOMKHA IpeBslmaTh 31anoH GY,

Complies / CooTBeTcTBYCT

pH

7.5t0 10.0./ 01 7,5 1o 10,0.

Particulate matter / Mexannueckue BKIYEHHA

Visible particles /
Buodumwie vacmuyet

Subvisible particles /
Heeudumbie wacmuypb

=10 um particles/

Yactui pasMepom = 10 MEM

=25 um particles/

HacTui pasMepoM > 25 MKM

Should be absent/ JJomKHBI OTCYTCTBOBATE

Not more than 6000/vial; /
He Gonee 6000 Ha ¢nakon;

Not more than 600/vial. /
He Gonee 600 Ha dnakxow.

Absent /OreyrerByroT

49 / vial
49 / taxon

2/ vial
2/ pmakon
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CERTIFICATE OF ANALYSIS / CEPTU®PHUKAT AHAJIM3A

TESTS / MOKA3ATEJN

SPECIFICATIONS / HOPMBI

RESULTS /
PE3VJILTATHE

. Related substances / PoacreeHHBIE

npHMecH

2-aminopyridine /
2-aMUHOITUPUAMH
Individual unidentified impurity /

Enunnunan
HeHOeHTHOULHPOBAHHAA IPHMECE

Total impurities /
CymMma npaMecei

Uniformity of dosage units /
OnHopoIHOCTE XO3APOBAHHA

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

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

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

Not detected / He |

o0HapyxecHa

Below LOQ (LOQ =
0.05%) / Hmxe mnpenmena
KONHYeCTBEHHOTO
ompenenenus  ([IKO =
0.05 %)

Below LOQ (LOQ
0.05%) / Hwuxe npenena
KOJIHYECTBEHHOTO
onpepenemns (J[IKO =
0.05 %)

The Acceptance value (AV) should be not more
than 15.0. / Iloxaszarenrs mpuemnemoctn (AV)
moxeH ObITh He Oonee 15,0.

! Water /Boma

Not more than 3.0 %. / He Gonee 3,0 %.

Bacterial endotoxins /
BakrepuaabHbie SJHIOTOKCHHE]

Sterility /CTepriabHoCT:

' Should be sterile. / Jlomken GbITh CTEPHIBHBIM.

Not more than 1 EU/ing of tenoxicam. /
He Gomee 1 E3/Mr TeHOKCHKaMa.

AV=2.0 (r=10)

09% |

<0.128 EU/mg / '
<0128 E3/ mMr

Sterile / Crepren

Assay / KonnyecTBeHHOE onpejeneHye

Tenoxicam / Tenoxcurxam

90.0% to 110.0% of CisH11N3Q4S:2 (lenoxicam)
of label claim. / Or 90,0% mo 110,0%
C13H1N304S; (TEeHOKCHKAM) OT HOMHHAILHOIO
COlepKaHu.

 Sodium metabisulfite /
Hampus memabucyroedum

85.0% to 110.0% of Sodium metabisulfite of the |

label claim. / Ot 85,0% mo 110,0 % narpus
Mmcrabucyaegura OT HOMHMHANBHOTO
COZIEPKAHHA.

100.5 %

97.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

| TESTS /TOKA3ATEJH

SPECIFICATIONS / HOPMBI

I RESULTS / PE3YJBLTATHI

Package / ¥YnakoBka

' Shelf-life/ Cpox roaHocTH -

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. /
TleppryHas y nakKoBKa

Tlo 20 mMr TeHokcHkama Bo ¢akoH U3

OeclBEeTHOTO cTexna THIL 1,
YKYHNOPEHHEII MpoOKOH w3
OpomGyTunosoif  pesHHBI, oOXkaToii

ANIOMEHHEBRIM KOJIINAYKOM ¢ KOHTPOIEM
NMEPBOrO  BCKPEITHA ¥ TUIACTHKOBBIM

~ TESTS / HOKA3ATEJH

'Kit package / Ynakoska
KOMILIEKTA

IHCKOM MOBEPX AMOMHHHUEBOTO
KOJIIagKa.,
3 years. / 3 Toza.
KIT / KOMILUIEKT
| SPECIFICATIONS / HOPMbBI
Secondary package

3 vials with the medical product and 3
ampoules with the solvent in a polyvinyl
chiloride cassette.

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

Bropuusas voakoBKa

Tlo 3 d¢makona ¢ mpemapatoM H 3
aMITyJIBl ¢ PACTBOPHUTENEM IIOMEILAIOT B
Kaccery W3 NONMBHHUIXI0PHAA.

| Kaccery BMecTe ¢ HHCTpyKLHeH Mo
MPUMEHEHHIC TIOMEIAtT B [auky
KApPTOHHYHK),

L;b_elingl MaprHpOBKa

| According to the ND. / B cooTBETCTBHM
¢ HOPMATUBHOI JOKYMeHTAIMel.

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. /
HepsudHad ¥ naKoBKa

ITo 20 Mr TeHOKCHKaMa BO (UIAKOH M3

BecIBeTHOrO CTEKJIa THI I,
YKYNOpeHHBIH IpodKoi H3
OpoMOGYTHITOROHM  pesHinl,  0OuaToil

WIIOMHHHCBBIM KOJNAYKOM € KOHTPOJICM
IIEPBOTO BCKPBITHA H [NIACTHKOBLIM

JIHCKOM MOBEPX ANFOMHHUEBOIO
KONITAYKA.

| RESULTS / PE3YJIBTATEI
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. /

Bropuusas ynakopka

Tlo 3 ¢nakona ¢ mnpemapatoM B 3
aMITYJIBI ¢ PARCTBOPHTENIEM MOMEILAICT B
KacceTy ©3 TONMBHHWIXAOpHAa. 1
KAacCeTy BMECTe ¢ HHCTPYKLHMEH 1o
TPHMEHEHHI) TIOMEINAI0T B HAuKy

KapTOHHYTO.

L Complies as prescribed / CooTBeTcTRYET
| TpeboBaHUM
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIHU3A

Kit storage / | For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpaHeHue KOMILIEKTa

In the original packaging (3 vials with medical product and 3 ampoules with solvent
in the carton), at temperature below 25 °C. /

Ina viakoskd mo 3 ihrakoHa ¢ npenapaToM H 3 aMiiviibl ¢ PACTBOPHTENEM B
Kaccere:

B opuraHanpHo#H yrakoeke ((prnakonb! ¢ IpenapaToM H aMITyJibl ¢ PACTBOPUTEHEM B
Mavke) NpH TeMniepaType He Bomue 25 °C.

| Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok roanocT KoMiiekTa | human use. / 3 rofa. Cpok roIHOCTH KOMIUIEKTA ONPEICINETCs CPOKOM TOIHOCTH
JAeKapCTBEHHOTO MpenapaTa Kii MeIHIHACKOTO NPHMEHEHHA.

Asscssment: / 3axmouenwe:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023./
Cepis COOTBETCTBYET TpeGOoBaHIAM HopMaTiBHOTO fokyMeHTa JIC-000295-
160721, U3menenne Nel ot 25.04.2023.

API name (INN) / nanmenosanne A®C (MHH): Tenoxicam / TeHOKCHKaM
API manufacturer batch number / 92035723

Homep cepun npousBogutens ADC:

FP Manufacturer API Batch number / 23111680

Howmep cepul cyOcTanunn nponssogurens [JId: |

API Manufactured by & country / Edmond Pharma S.r.L., ltaly /
IIponssonuTtens ADC, cTpana: Oamonn @apma, C.p.JL, Uramis

Quality Control Supervisor

Eﬂ\f_e_, Karakey o

' AN
o etst

R
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(Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HauMeHoOBaHHe NIpenapaTa Boaa pia MHbeKiuii (pacTBOPUTEIb)
Batch no./ Homep cepun : 32H1

Amount of product per batch / Pazmep 87008

cepHH

Date of Control / laTa anaim3a 1172023

Manufacturing date / lara npoussogcrea 08/2023

Expiry date /TaTa okoHuanns ¢poka 07/2028

IOJHOCTH

| TESTS / MOKA3ATEJIA

Description /Onacanne

SPECIFICATIONS /f HOPMBEI
| Clear, colourless liquid without odor, /
| Ipospaunas HecuBeTHAS KHUIKOCTE O3
3amaxa.

Water for injections (solvent) / Bona nnst unbekumii (pacTBOpHTEND)

RESULTS / PE3YJIBTATHI

Complies / CooTeerctByer

Particulate matter / Mexanu4eckHe BRIIYMEHHS

Visible particles /
Budwumare yacmuyur

Sub visible particles /
Hesudumvie yacmuyvi

=10 pm particles /

>25 um particles /

qacTHI] pazMepom > 10 MKM

YACTHII pazMepoM > 25 MxmM

Acidity and alkalinity /

KHeHoTHOCTD H INEITOYHOCTD

| Should be absent. / JIomKHE 0TCYTCTBOBATE.

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

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

| Test sample should pass the test. /
HcnbityeMelil 0bpazer ToMmKeH BhlICPHHRATh
HCTIBITAHNE.

29

Complies / CooTBeTCTBYCT

I Reducing substances /
Boccranasinnealomne
BEIECTRA

Test sample should pass the test. /
Hensrryemsiii o6pazer] 10IKeH BEICPKHBATE
MCITBITAHHE,

Absent / OTcyTCTBYIOT

1

Complies / CooTBeTcTBYST

Carbon dioxide
¥Yraepoaa AHoKcHx

Chlorides/ Xnopuns

Nitrates and Nitrites/

Hutpatsl # HHTPATBL

/ He BOMKHO OLITE IOMYTHEHMS B TEYSHHE
1 waca,

t
Not more than 0.5 ppm. / He Sonee 0,5 ppm.

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

No turbidity should be observed within 1 hour.

Complies / CooTBercTBYET

<0.5ppm

'Sulphates / CyabthaThr

No turbidity should occur within not less than
1 h. / B Tteyenue He menee 1 yaca He DOMAKHO
Ha0MIOAATECSA TOMYTHEHHE.,

<0.00002% (<0.2 ppm)

Complies / CooTBeTCTBYET

Ammonium / AMMOHHI1

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

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIM3A

TESTS / TIOKA3IATEJIA
Calcium and magnesium /
Kanpumii n marnmii

e
Heavy metals/ Tsxkennie
MeTALIBI

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJILTATHI

Pure blue color should be observed (without a
violet hue). / JonxH0 HaOMOIATECS YHCTO
CHHEE OKpalMBaHne (6e3 $HoneToBOTO
OTTEHKA).

Complies / CooTBeTcTBYET

Not more than 0.000¢1 % (0.1 ppm). /
He Gonee 0,00001 % (0,1 ppm).

<0.00001% (<0.1ppm)

" Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
JIeKTPOIPUBOAHOCTD

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

| Not more than 25 uS/cm. /
He Gonee 25 MkCm/cm.,

0.000 %

l

6 pS/em./
6 MxCwm/cM.

Extractable volume /
H3paexaeMblii 00beM

Bacterial endotoxins /
BaxrepuajibHpIe 3HI0TOKCHHEL

Not less than label claim (not less than 2 ml). /
He menee AOMEHANBHOTO (He MEHSe 2 MIT).

Not more than 0.25 EU/mL of water for
injections. / ITe Gomee 0,25 E3/Mn Bojpl ang
HHBEKLIHH.

2ml/
2 M

<025EU/mL/
<0.25E3/mn

' Sterility / CrepuibHOCTL

Should be sterile. / Jomxua 65irs CTePHIBHOIM.

' Pac_kaging { ¥Ynaxoeka

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. /
Ileppuynas ynakoska

Ile 2 mn pacTBOpHTENA (BOIA AN MHECKIEA) B
aMIyny H3 OeccuBeTHoro crekma, tvn 1. Ha
BepxHEH YacTH aMOyisl HAaHECeHa TOYKa
pa3IoMa OpaHKEBOTO 1BETA.

Sterile / CrepumpHo.

[ Primary package

2 mL of the solvent (water for
injections) in a colorless giass
ampuie type | with an orange one-
peint-cut at the top of the ampule. /
Tleppuunan vmakorka

Mo 2 mn pacreoputens (Boma mis
HWHBEKIHiT) B aMITyTy H3
OecuperHoro crekna, i . Ha
BepXHel YacTH aMIyiel HaHeceHa
TOYKA PA3NI0MA OPAHKEBOro LBETA.

|' Shelf-life / Cpok rogHocTH

5 years. / 5 ner.

Assessment: / 3akiuroueHne:

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

#1 on 25.04.2023 /

Cepus cOOTBETCTBYET TpeDOBaHHAM HOPMATHBHOTO Jokymerta JIC-000295-160721,

Hzmenenue Nel ot 25.04.2023.

Ali Ethemoglu

Quality Control Supervisor
| ':I "I {
GO GENSENT.
GO s,agég?@l Fiddieta
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

Name of Product/ :  Water for injections (solvent) /
HanmeHosanne mpenapara Boaa Aas MHHbEKIWiH (PACTBOPUTEE)
Batch no./ Homep cepau 1 32H5

Amount of product per batch / Pazmep . 87107

cepHH

Date of Control / laTa anann3a : 12/2023

Manufacturing date / ata mpenzBogeTtea :  08/2023

Expiry date /IaTa oxoH9aHHA cpoKa : o 072028

TOOHOCTH

Water for injections (solvent) / Bepa naa nasexumii (pacreopuTes)

TESTS / MOKA3ATEAA | SPECIFICATIONS /f HOPMEI | RESULTS/PE3YJBbTAThI
Description /Onncanne Clear, colourless liquid without odor. / Complies / CooTBeTcTBYET
IIpo3zpavunas OecliBeTHaAd KHIKOCTE O3
3amaxa.

Particulate matter / MexaHnuyecKkHe BKIHNYEHHA

Visible particles / Should be absent. / JJOMKHEI 0TCY TCTBOBATS, . Absent / OTCyTCTBYIOT
Budumvie uacmuyer

Sub visible particles /
Hesuoumusre yacmuyor
=10 pm particles / Not more than 6000 particles per ampoule; / 11
yacTar pasMepoM > 10 MeM | He Honee 6000 va ammyny;
=25 pm particles / Not more than 600 particles per ampoule. / i
gacTll pasMepoM > 25 MkM | He Bonee 600 Ha aMmymy.
Acidity and alkalinity / Test sample should pass the test. / | Complies / CooTBeTCTBYCT
KHeao0THOCTE U IIe0THOCTD Henwtyemnrii ofpasel ToMTKeH BEIIePKHBATE
_ HCTIBITaHAE.
Reducing substances / Test sample should pass the test. / : Combplies / CootBeTcTBYET
BoccranapanBarwmue HcnerryeMenii o6pazel] TOMKeH BhiEDHHBATH
BellecTBa HCTTBITAHKE,
~ Carbon dioxide No turbidity should be observed within | hour. Complies / CooTperctBYeT |
¥rnepona fHOKCHA / He pomxHo OBITE HOMYTHEHHA B TEUeHHE
1 uaca.
Chlorides/ Xnopuabi Not more than 0.5 ppm. / He Gorree 0,5 ppm. <0.5ppm
Nitrates and Nitrites/ | Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm) il
Hurpatb! H HUTPHTBI He 6onee 0,00002 % (0,2 ppm).
L — ! e
Suiphates / Cyasdarm | No turbidity should occur within not less than Complies / CooTBeTCTBYET

1 h. /B TeueHHe He MeHee 1 waca HE AOIGKHO
HAOMIOIATECA TTOMYTHEHHE,

Ammonium / AMMoOHH# Not more than 0.6 ppm. / He 6onee 0,6 ppm. J_ <0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

| TESTS IHOKAiATEJIﬁ
Calcium and magnesium /
Kaapumii 1 Marnnii

Heavy metals/ Tsxennre
METAaJNdbl

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATHI

Pure blue color should be observed (without a
violet hue). / JoIskHO HABIOAATECSE THCTO
cHHee oxpainBaHre (fez guonerosoro
OTTEHKA).

Complies / CoorsercrByer

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

Residue after evaporation /
Cyxoii ocTaTok

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

<0.00001% (<0.1ppm)

|

0.002 %

Conductivity /
DIeKTPOIIPOBOIHOCTE

Extractable volume /
H3BaekaeMblii 00bemM

Not more than 25 pS/cm. /
He 6onee 25 MxCm/cMm.

9 uS/em./
9 MrkCmM/cM.

Not less than label claim (not less than 2 ml). /
He menee HoMpHATEHOTO (He MeHee 2 mMii).

Bacterial endotoxins /
BaxTepHaabHBIE YHAOTOKCHHE]

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/Mn Bogs! 1ns
HHBEKIHH.

2ml/
2 M

<Q0.25EU/mL/
< 0,25 E3/ Mn

[ Sterility / CrepiabHocts

Should be sterile. / JomikHa OBITE CTEPHITBHOIA.

Packaging / Ynakoska

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. /
TlepBHYHAS 4 TAKOBKA

Ilo 2 mn pacTeOpHTENY (BOZA IS HHBEKIMI) B
ammyny w3 OecuperHoro creinma, THn 1. Ha
BepxXHel WacTH AMITYJBI HAHCCCHA TOYKE
pasiomMa OpamKeBoro 1BeTa.

Sterile / CrepunsHo.,

Primary package
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. /
TlepBuunas ymakoBka

Io 2 ma pacTBOpHTENs (BOZA AN
HOBEKIMIK) B aMIyny — u3
OecuipeTHOTO Crekma, THn 1. Ha

BEpXHEH HacTH aMITylbl HaHeCeHa
| TOUKA PA3NIOMa Op/aHKEBOTO 1IBETA.

I Shelf-life / Cpok roanocTn

5 years. / 5 mer.

Assessment: / 3axizouenue:

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

#1 on 25.04.2023 /

Cepus cooTBeTCTBYET TpeboBaHHIM HOpMaTHBHOIG JokymeHTa JIC-000295-160721,

Hsmenenne Nel or 25.04,2023,

Ali Ethemoglu

Quality Contro}i-upervisor
GO [ LA

GENSENT;
GO iz Sapéﬁ@ Tt X
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CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIM3A

Name of Product/ :  Water for injections (solvent) /
Hanmenosanne npenapara Boga nns MHbeKIHH {PACTBOPHTEIE)
Batch no./ Homep cepun ;. 32H7

Amount of product per batch / Pazmep ;89417

cepun

Date of Control / JlaTa anannsa 1 1072023

Manufacturing date / {lara nponzsoacrea © 08/2023

Expiry date /laTa oxonuanusi cpoxa ;o 07/2028

TOJHOCTH

Water for injections (solvent) / Boga nast nunekumi (pacTBOpHTEND)

| TESTS/MOKA3ATEJH SPECIFICATIONS  HOPMbI RESULTS / PE3YJIBTATHI
Description /Onncanne Clear, colourless liquid without odor. / [ Complies / CooTBetcTBYECT
ITpo3padnas HecupeTHas KUAKOCTE O3

| Jamaxa.

Particulate matter / Mexann4deckHe BKJIIOY€HHAA

Visible particles / Should be absent. / Homxnm OTCYTc;BOBaTI:. Absent / OtcyTeTBylOT
Buoumure wacmuye:

Sub visible particles /
Heeguoumere yacmuyur
>10 pm particles / Not more than 6000 particles per ampoule; / 39
gacTar pasMepoM > 10 MM | He onee 6000 Ha ammyny;
>25 pum particles / Not more than 600 particles per ampoule. / 7
yacTHL pasMepoM > 25 mem | He Gonee 600 Ha ammyy.
' Xcidity and alkalinity / | Test sample should pass the test. / Complies / CooTBeTCTBYET
KHCI0THOCTD M IeiounocTs | Henbityembiii 06paser IOMKEH BEIIEPKHBATE
HCTIBITAHHE.
Reducing substances / Test sample should pass the test. / ' Complies / CooTBeTCTBYET
BoccTaHaBAHBaIOIIHE HenmerryeMbli o0pasert IOIKeH BhIISP/KIBATL
BellleCTBA HCIIBITAHUE.
Carbon dioxide No turbidity should be observed within 1 hour. o Complies / CooTBercrByeT
¥Yraepoga THOKCH]T / He momxHo OBITE TIOMYTHEHHS B TCUCHHE
1 gaca.
" Chlorides/ Xnopuani Not more than 0.5 ppm. / He Gonee 0,5 ppm. <0.5ppm
Nitrates and Nitrites/ ‘Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HurpaTtbl H BHUTPHTEI He 6omnee 0,00002 % (0,2 ppm). |
Sulphates / CyasgaTtbi No turbidity should occur within not less than i Complies / CooTBeTcTBYET |

1 h. / B Teuenwve He Metee 1 gaca He JODKHO
HaOMoaaTecsa IOMYTHEHIE.

Ammonium / AMMOHHIH Not more than 0.6 ppm. / He Gonee 0,6 ppm. , <0.6 ppm
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R GENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

Calcium and magnesium /
Kannnuii 1 maramii

Pure blue color should be observed (without a
violet hue). / Jlommkso HabMIOAATHEA YHCTO
cyHee okpainuBaHue (0e3 PuHoNeTOBOTO
OTTEHKA).

Heavy metals/ Ta:xensie
METALIbI

Residue after evaporation /
Cyxoii ocraTok

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

RESULTS / PE3YJIBTATHI

Complies / CooTrercTRYET

<0.00001% (<0.1ppm)

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

Conductivity /
IEKTPOnpoOBOIHOCTE

Not more than 25 puS/cm. /
He Bonee 25 MrCwm/cM.

Extractable volume /
HzpaekaeMblii 00heM

Not less than label claim (not less than 2 ml). /
He Menee HoMMHATEHOTO (HE MEHEE 2 MIT).

| . =
Bacterial endotoxins /
BakTepnaibHble 3HIOTOKCHHBI

. 'Sterility / CreppinHOCTL

L Packaging / YnakoBka

I Shelf-life / Cpox roaHocTn

Assessment: / 3axmoueHe;

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/Ma Bos! Ut
HHBCKIHHA,

0.000 %

10 pS/em./
10 MxCMm/cm.

2ml/
2 M

<0.25EU/mL/
<(0.25ED/mMn

Should be sterile. / Jomkna ObITh CTEPHITBHOMN.

Sterile / Crepunsno.

| 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. /
IlepBHYHA VY TAKOBKA

ITo 2 Mn pacTBOpUTENA (BOAA AN UHBEKLINIA) B
aMryny w3 OecupeTHoro crekma, tum I. Ha
BEepXHEH YacTH aMIynEl HaHeceHa TO1UKa
pazmoMa OpaHXKEBOTo 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. /
Lleppyynas yIakoBKa

Ilo 2 Ma pacteopurens {(Bojaa I
MHBCKIIMHA) B aMIyny — W3
Oecuperore crekna, tanm L Ha
BepXBeH YaCcTH amIryJibl HAHECEHA
TOUKa Pa3/IOMa OPaHKEBOTO 1IBETa.

I. 5 years. / 5 ner.

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

#1 on 25.04.2023 /

Cepus cOOTBETCTBYET TpeboBaHMIM HOPMATHBHOTC HokyMerTa JIC-000295-160721,

HMzamenenne Nel ot 25.04.2023.

Ali Ethemoglu

Quality Contr/vi Supervisor

llag:
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