CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

Name of Product/
HanmeHoBaHHe npenapara

Batch no./ Homep cepHH

Amount of product per batch /
Paamep cepun

Date of Control / JlaTa ananusa

Manufacturing date / lara
NPOH3BOACTRA

Expiry date //laTa oxon4yanus
CpOKa rOIHOCTH

TESTS / MOKA3ATEJIU

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJA®, auoguausaT JJisl NPUTOTOBJEHHS PACTBOPA LIA

HHDBeKNnuii, 20 Mr
23C05041A

40621

04.2023
03.2023

02,2026

SPECIFICATIONS / HOPMBI

. Appearance / Onncanne

Identification / IlogaHHHOCTD

| Yellow with greenish tint lyophilized powder. /

JnodunpM3upoBalHblli  NOPOLIOK  KEATOr0 ¢
3¢ICHOBATEIM OTTEHKOM LIBETA.

RESULTS /
PE3YJILTATHI

Complies / CooTBeTCTBYET

" Tenoxicam by HPLC/
Tenoxcuxam (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)). / Bpewms
yIePKUBAHNA TMHKa ~ TEHOKCHMKaMa  Ha
XPOMaTorpaMme HCTIBEITYEMOT O pacTBopa
TOTIKHO COOTBETCTBOBATD BPEMEHH
YIACPKUBAHHA OHKa ~ TEHOKCMKaMa  Ha
XpOMaTorpamme CTAHOAPTHOTO pacTBopa (CM. |
«PoficTBEHHBI® MPHMECH), OTIpE/IeeH e
CIHHUYHBIN TIpuMecell M CyMMBI npuMeced
(254 nm)).

| Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(YO-

crexmpodomomMempHiecKkuil)

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). / VYd-cnextp
MOTIOLIEHHA HCTBITYEMOTO pacTBopa,
MPUIOTORIEHHOTO  NA KOJNHYCCTBCHHOTO
onpenenenns, B obnactd ot 230 am g0 400 nM
OOJBKEH HMMETh MAaKCHMYMBI 1IPH ITIMHAX BOJMH
257 + 2mum, 285 £ 2HM u 368 + 2HM (oM
«KonuuecTreHROE OTpeaeeHAe TEHOKCHKaMay ),

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIM3A

TESTS / TIOKA3ZATEJIN

| SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJBTATHI

Sodium metabisulfite /
Hampus memabucyavgpum

' Dissolving time / Bpema
pacTBOpeHHs

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. / Bpemsi ynep&HBaHHA ITHKA
| Hatpus MeTalucyns(hHTa Ha XPOMATOTPAMME
HCHBITYEMOTO pacTBopa TOJDKHO
COOTBETCTBOBATE BPCMEHN YNEPKWBAHHA [HKA
Harpus MeTa0uCyJib(HUTa Ha XPOMATOTpaMMe
cTaHaapTHoro pacteopa (cM. «KonnuecTrennoe
OTIpEeNeHHE HATPHS METAOUCYTTR(HTAR).

CEeKYH]I.

Not more than 60 seconds. / He Oonee 60 |

Complies / CoOTRETCTIRYCT

41 sec/ 41 cex

' Appe_arance of Reconstituted
solution / Onucanue
BOCCTAHOBJEHHOTO PACTEOPA

The preduct should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [lpenapar
TOJIKEH PacTBOPATHCA MONHOCTEIO c
OTCYTCTBHEM HEPacTBOPEHHBIX wacTHll, Oe3
BUHMBIX MEXaHHYeCKMX BIJIIOHeHH#. Pactsop
IOIDKEH OBITE MPO3PaYHBIM.

Complics / CoOTBETCTBYET

: Solution clarity /
IpospauHocTs pacTBoOpa

| Solution Color /
HeernocTs pacTROpa

IpH

Particulate matter / MexanndeckHe BKJIYCHHASE

Visible particles /
Budumwie wacmuybl

Subvisible particles /
Hesudumore yacmuybi

=10 pm particles/
Hactuu pasmepoM = 10 MEM

>25 pum particles/
HacTHl pasMcpoM = 25 MKM

The product solution should be clear. / Pacteop
npenapara J0mkeH OBITh MPO3PaUHBIM.

Complies / CooTBeTCTBYET

The product solution should not be more
intensively colored than the reference solution
GY,. / CTenens OKpackH pacTBopa npenapara He
TOIDKHA TIPeBbILIATh 3Tanod GY .

7.5t010.0./0T1 7,5 no 10,0.

| Should be absent/ Jlom&HbI OTCYTCTBOBATD
|

| Not more than 6000/vial; /
| He tonee 6000 Ha duaxon;

Not more than 600/vial. /
He 6onee 600 Ha dnaxon.

Complics / CooTBeTCTBYET

9,1

Absent /OTcyTCTBYIOT

15/ vial
15 / dmakon

0/ vial
0 / (makon
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CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJMA3A

TESTS / MOKA3IATEJIH

Related substances / PoacTBeHHbIE

2-aminopyridine /
2-aMHHONHPHIHH
Individual unidentified impurity /

Enunuunas
HEeHAeHTHOHLHPOBAHHASL TIPHMECD

Total impurities /
CymMmMa npumeceit

SPECIFICATIONS / HOPMbI

npuMecH
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 %.

RESULTS/
PE3YJBTATBI

Not detected /!  He

oOHapyxeHa

Below LOQ
(LOQ = 0.05%) / Hmxke
npeaena  KONMYeCTBEHHOTO
OTIpeAICTTCHIN

(TIKO = 0.05 %)

Below LOQ
(LOQ = 0.05%) / Huse
mpefena  KONHYECTBEHHOTO
orpeaeneHus

(ITKO = 0.05 %)

' Uniformity of dosage units /
OaHOPOAHOCTh AC3UPOBAHUA

The Acceptance value (AV) should be not more
than 15.0. / Hokazarens npuemiemocta (AV)
JoaxeH ObTh He Gonee 15,0.

AV=2.6 (n=10)

' Water {Bona

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

1.0 %

Bacterial endotoxins /
bakTepnaabHble 3HIOTOKCHHDE

Not more than 1 EU/mg of tenoxicam. /
He 6omnee 1 E3/Mr TeHOKCHKaMa.

<0.128 EU/mg /
<0128 E3/ wr

Sterility /CrepnasHocts

Should be sterile. / Jlomxe# ObITh CTEPUIBHEIM,

Assay / KonnuecTBeHHoe onpeaeeHse

Tenoxicam / Tenokcuram

Sodium metabisulfite /
Hampun memaducynoghum

90.0% to 110.0% of C1:H11N3048; (tenoxicam)
of label claim. / Ot 90,0% mo 110,0%
C13H11N304S; (TeHOKCHKaM) OT HOMMHAITBHOTO
COJICPKAHHA.

85.0% to 110.0% of Sodium metabisulfite of the '
label claim. / Ot 850% no 110,0 % Hatpua
MeTaducynbdura OT HOMHHAIIBHOTO

COTEPIKAHHSL.

Sterile / Crepunen

97.4%

97.7 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJHA3A

| TESTS/TOKA3ATEJIH

SPECIFICATIONS / HOPMEI

RESULTS / PE3YJBTATHI

Package / ¥Ynakoeka

Shelf-life/ Cpox rOIHOCTH

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. /

[leperuHas ynakoBka
IMo 20 Mr TeHOKCHKaMa Bo (pmakoH u3

OecupeTHOTO CTEeKNa THII i,
YKYTNOpPEHHEIH nipobkoii n3
OopoMOyTHNIOBOH  peswnbl,  oOcarofi

ANTIOMHHHCBEIM KOJIMNadKoOM C KOHTPOJICM
nepsoro BCKPBITHA MW ILHACTHKOBLIM

| AHCKOM NOBEPX ANIFOMHUHHEBOTO
KOANAYKA. B
3 years. / 3 rona.
KIT / KOMILJIEKT

SPECIFICATIONS / HOPMBI

!_TESTS fMOKA3ZATEINR
| Kit package / Ynakopka
KOMILIEKTA

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. /

BropuuHas vIiakoBKa

[Tlo 3 d¢makona ¢ npenaparoM #u 3
AMITyJIbl ¢ PACTBOPUTENIEM IOMEIIAT B
KACCETY U3 TIONHEHHIITXIIOPHIA.

! KacceTy BMECTE ¢ MHCTPYKLUHEH Mo
OpHMEHEHHMI0 [OMEIAT B MAdKy
Ka2pTOHHYIO.

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 alumirum cap. /
IlepBryHad v IAKOBKA

Tlo 20 Mr TeHokcHKaMa BO (MIaKOH U3

OeCIBETHOTO cTeKIa THIT I,
YKYIIOPEHHEIH podKoi U3
6poMOyTHIOBOM  pe3uHBI, oOxaToOi

ANFOMUHHWEBEIM KONMAYKOM ¢ KOHTPOJIEM
NEepBOry BCKPBITHA MW IJIACTHKOBBIM

MCKOM MIOBEPX AHFOMUHHEBOTO
KoNnayka.

| RESULTS / PE3VJIBTATHI
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 carlon
pack. /

Bropuynas voakoska

Mo 3 d¢uaxona ¢ mnpemapatomM u 3
aMIyIel ¢ PACTBOPUTENEM NOMEIIAIOT B
Kaccery M3  TONMBHHEAXTOpHAZ. |
KacceTy BMECTE€ C HHCIpYKUMEH 1o
OPUMEHSHUIO [OMEIRAaloT B IadKy
KapTOHHYIO.
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJ/IN3A

Labeling/ Mapkuposkra

T According to the ND. /B cooteercterm | Complies as prescribed / CooTeTcTBYyeT

¢ HOPMATHBHOM 0KyMeHTaHe. TpeboBpaHUAM

Kit storage /
XpaHeHHe KOMILIEKTA

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. /

Jlng v IAaKOBKH Mo 3 (hakoHa ¢ NpenapaToM B 3 aMITyJIBL ¢ PacTBOPHTENEM B
Kaccere:

B opurdHansHo# yrakopke ((IakoHBL ¢ IPENapaToM W aMITy/ibl ¢ PACTBODUTENEM B
naYke) NpH TeMnepaType ue Boune 235 °C.

 Kit shelf life /
C POK TOAHOCTH KOMILJICKTA

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok rooHOCTH KOMILIEKTA ONPEASHAETC CPOKOM TOTHOCTH
JIEKAPCTBEHHOTO Npenapara [ MEAHIMHCKOTO MPHMEHEHNA.

Assessment: / 3axmodenne:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepust coorsercTRyeT TpeOOBAHNAM HOpPMAaTUBHOIO JokyMenTa JIC-000295-
160721.

APT name (IN .\I_}_/ nanmenopanne APC (MHH): Tenoxicam / TeHOKCHKAM |
API manufacturer batch number / 92043421 |
Homep cepuu nponssoautesn ADC:
FP Manufacturer API Batch number / 22105966 / 22105967
Howmep cepuu cyGeranuun npoussoautens IJID:
API Manufactured by & country / Edmond Pharma S.r.L., Ttaly /
IIpousroanTean ADC, erpana: Oamong @apma, C.p.JL., Hranus
H. MEHVES TURKEN
ES 5
oa'®
GRG e
cOw
26{oul 2013
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BeeNseNT

CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIN3A

Name of Product/
Hanmenosauue mperaparta

Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepHH

Date of Control / aTa anasau3a

Manufacturing date / [lata npon3soacTea

Expiry date /HaTa oxoHYaHHA CPOKA

TOAHOCTH

Water for injections (selvent) /

Boaa pansa HHbeKNUiH (pacTBOPHTE/E)

22H17
91202

10/2022
0872022
07/2027

Water for injections (solvent) / Boga nnst nAbeKunii (pacTBopHTE L)

TESTS / TOKA3ATEJH
Description /Onncanne

j SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATBI

| Clear, colourless liquid without odor. /-
Tipo3pausas OecliBeTHad JKAAKOCTE O3
3amaxa.

Complies / CoorBercTBYET

Visible particles /
Buodumbre uacmuypi

Sub visible particleg/
Heesudumbie vacmuyp

>10 um particles /
YacTHI] pasMepoM = 10 MxM

>25 pm particles /
YacTHL] pa3MEpPOM = 25 MKM

Acidity and alkalinity /
KneaoTHecTs B IEN0YHOCTE

Particulate matter / Mexanuueckne BKANYMEHHs

| Should be absent. / J[omKHBI OTCYTCTBOBATS.

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

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

Absent / OTCyTCIBYIOT

Test sample shouid pass the test. /
HcnpiTyemplii oOpasell DomKeH BEICKHBATE
HCIBITaHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccTanaBIHBANIIHE
BelllecTBA

Test sample should pass the test. /
Henbrryemerii o6pasel] JomkeH BEIEPKHBATE
HCHBITAaHHE.

Carbon dioxide
Yraepona AHOKCH]

Chlorides/ Xnopuapl
. Nitrates and Nitrites/

HuTpaThl H HUTPHTEI

/ He momxHO OBITE NOMYTHEHHA B TEUEHHE
1 vaca.

No turbidity should be observed within 1 hour.

Complies / CooTreTcTBYET

Complies / Cmmaerrcrﬁr

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).

Sulphates / Cyabdarnt

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee | yaca He TOJBKHO
HAOIOMATHC TOMYTHCHHE,

<0.5 ppm

<0.00002% (<0.2 ppm)

Complies / CooTreTcTRYCT
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®
GRGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

TESTS / IOKA3ATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3Y.JIbTATBI

Ammonium / AMMonmii

Calcium and magnesium /
Kanbumii 1 marunii

Heavy metals/ Taxeanie
MeTaJLIbl

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

<0.6 ppm

Pure blue color should be observed (without a
violet hue). / Jloynkro HabmoAaThed YHCTO
cHHee okpamuBanue (6e3 ¢uonerosoroe
OTTCHKA),

Complies / CooTBeTcTBYET

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

Residue after evaporation /
Cyxoii ocTaTok

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

. Conductivity /
DNeKTPONpOBOIHOCTE

Extractable volume /
HipjexaeMblii 00beM

Not more than 235 pS/cm. /
He Gonee 25 mxCMm/cM.

<0.00001 % (<0.1 ppm)

0.000 %

9 uS/cm./
9 MxCm/cM.

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

Bacterial endotoxins /
BakrepuajinHbIe IHI0TOKCHHEI

Sterility / CTepuibHocTh

Packaging / Ynaxoska

Shelf-life / Cpok ronsocTH

Assessment: / 3aximodeHye:

Not more than 0.25 EU/mL of water for
injections. / He 6onee 0,25 E3/mn Boas! A1s
HHBCKITHH.

2ml/
2 M

<025EU/mL/
<0.25E3/mMn

Should be sterile, / JIommkna Geitb CTepHIBHORN.

Sterile / CrepunbHo.

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. /
[lepByyHas vIAKOBKA

ITo 2 M1 pacTBopuTens (BOJA AN HHBEKUHMA) B
amnyiry u3 OecuseTHoro crekna, THD I, Ha
BEPXHEll uacTH aMIyJkl HAHECEHA TOYKA
pa3oMa OpaHKeBOTO 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. /
[lepBuyHAd VIIAKOBKA

ITo 2 mnm pactBopHTens (Boja s
UHBEKUMI) B aMmyny M3
fecuserdHoro crexna, tam [ Ha
BEpXHeil uacTM aMIynel HaHeceHa
TOUKA PA3IoMa OPAHKEBOTO 1BETA.

G years. / 5 ner.

The batch complies with the specifications according to ND JIC-000295-160721. /
CepHus cooTBeTCTRYET TpebopaHuAM HopMaTiBHOro nokymenta JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

OO AENSENTA
@@%%%E%@A'ﬁ
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®
GLGENSENT

CERTIFICATE OF ANALYSIS/ CEPTH®HKAT AHAJIN3A

Name of Product/
HaumeHoBanne npenapata

Water for injections (solvent) /

Bojga faafa HHBEKIHA (DACTBOPHTED)

Description /Onucanne

Clear, colourless liquid without odor. /
[Tpo3zpatnas HecliBeTHAs KHAKOCTE O3
3amnaxa.

Batch no./ Homep cepun 22H18
Amount of preduct per batch / Pazmep 20467
cepmm
Date of Control / JaTa anannza 11/2022
Manufacturing date / laTta nponssoacTea 0872022
Expiry date /IlaTa okoHuanns cpoka 07,2027
TOAHOCTH
Water for injections (solvent) / Bona ans uHbeKIHit (pacTBOPHTES)
TESTS / TOKA3ATEJIH SPECIFICATIONS / HOPMEI

RESULTS / PE3YJBTATEL
Complies / CooTBeTCTBYET

Particulate matter / Mexannueckne BRAKYCHHS

Visible particles /

Buoumsre vacmuyer

Should be absent. / JToJokHBI OTCYTCTBOBATE.

‘Absent / OrcyTerytor

Sub visible particles /
Hesudumpie vacmuyb

=10 pm particles /

Not more than 6000 particles per ampoule; /

yacTHLl pazMepoM > 10 MxM | He Gonee 6000 na amyny;

=25 um particles /

YACTHL pasMeEpPOM = 25 MKM

|

Acidity and alkalinity /

KHcaoTHOCTE H IIEJ0YHOCTD

Reducing substances /
BoccraHasanBawune
BelllecTEa

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

| Test sample should pass the test. /
HcnbiTyempiii o00pasen AON#eH BEASP)KHBATE
UCITBITAHHE.

60

Complies / CooTBeTCTBYCT

Test sample should pass the fest. /
HcnpryeMelii 00pasell TOIKCH BEIICKHBATE
HCTIBITAHHE.

Complies / CooTBeTcTEYET

Carbon dioxide

No turbidity should be observed within 1 hour.

Complies / CoorBeTcTBYET

¥Yraepoaa AHOKCH], / He momHO GBITE TOMYTHEHHSA B TEUEHEHE

1 yaca.
Chlorides/ Xnopuani Not more than 0.5 ppm. / He Gonee 0,5 ppm. <{}.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <{0.00002% (<0.2 ppm)
HutpaThi H HHTPHTEI He 6omnee 0,00002 % (0,2 ppm). |
Sulphates / Cyasdarm No turbidity should occur within not less than Complies / CootBeTcTBYET

1 h./ B Teuenne He Mexee 1 yaca He HOMKHO
Ha0MIoaThes OMyTHEHHE,
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®
RGENSENT

CERTIFICATE OF ANALYSIS/ CEPTHO®OHKAT AHAJIHA3A

[ TESTS/MOKA3ATEJH
Ammonium / AMMOHHHA

Calcium and magnesium /
Kanbouii 1 Marnamii

Heavy metals/ Taxkennle
MeTaIbl

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHI

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

<0.6 ppm

Pure biue color should be observed (withouta
violet hue). / JlomiHo HAOTIOIATECH THCTO
cHHee okpamueanie {6e3 ¢pHONIETOBOTO
OTTEHKa),

Complies / CooTBeTcTRBYET

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

<0.00001 % (<0.1 ppm)

"Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoi ocTaToR
Conductivity / Not more than 25 uS/cm. / 6 uS/cm./
JAEKTPOIIPOBOIHOCTE He 6onee 25 mxCm/cm, 6 mMCM/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
HsBaexaemslii 00bem He MeHee HoMHHANBHOTO (HE MEHee 2 MIT). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025 EU/mlL/
BaxkTepuaabHble 3HA0TOKCHHBI | injections. / He Gonee 0,25 ED/Mn Boxe! ans <0.25ED/Mmn

HHBLEKLHIH,

Sterility / CTepRiabHOCTB

Should be sterile. / JomkHa ObITh CTEPUITBHOM,

Packaging / YnakoBka

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. /
TlepsuuHas vIakoBKa

[To 2 mn pacTBOpuTens (BOOA 1718 HHBEKLWI) B
aMmmyny w3 Gecumernoro crexkna, tan [0 Ha
BEpXHEH YacTH aMmyJbl HaHeceHa TOYKA
pasnoMa OpaHKEeBOTO IBETA.

Shelf-life / Cpox roagnocTn

5 years. / 5 ner.

Assessment: / 3aknouenye:

Sterile / CrepunsHo.

' Primary packape

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. /
Ilepeuunas ynakoBka

TMo 2 mn pactBopuTens (Boma Ajs
HHBEKIIMH) B aMITyIry u3
becuBerHoro crexna, tHm 1, Ha
BEpXHel YacTH aMIIy/iBl HaHeceHa
TOYKA [a3oMa OpaHKEBOTO LBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusn cooTBercTByeT TpeGoBaHHAM HopMaTHBHOTO AokyMeHTa JIC-000295-160721.

li Ethemoglu
Quality Coﬁn ol Supervisor

.fﬁ _;'LJ
. @%ﬁ\e& s
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R
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HanmeHoBpanue npenapara Boaa ansa uHbeKUHH (PACTBOPHTENE)
Batch no./ Homep cepun 21

Amount of product per batch / Pazmep T 91032

cepHH

Date of Control / laTa anannza 1072022

Manufacturing date / Iata npousBoacTaa 09/2022

Expiry date /IaTa oxoH4YaHM# CpOKa 082027

FOIHOCTH

Water for injections (solvent) / Bona anst vnbexunuii (pacTBopHTeIB)

TESTS / IIOKA3ZATEJH

i SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATBI

Description /Onucanne

| Clear, colourless liquid without odor. /
TIpospauHas GecliBeTHAA HKHIKOCTE e3
3ariaxa.

Complies / CooTBeTCTBYET

Particulate matter / Mexann4yecKHe BKIIIOMEHHS

Visible particles /
Budumuvie wacmuypr

| Should be absent. / JIoIKHEI 0TCYTCTBOBATH.

Sub visible particles /
Hesudumvie yacmuyo

>10 pm particles /

qacTHIl pazMepoM = 10 MM

>25 um particles /

YACTHII PazMepoM = 25 MKM

Acidity and alkalinity /

KneaoTHOCTE H 1€J09H0CTh

Reducing substances /
BocceTanasnnsaloumye
BelllecTBa

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

Not more than 600 particles per ampoule. /
He donee 600 na ammyry.

Absent / OTCyTCTBYHOT

Test sample should pass the test. /
Heneiryemelii oOpasew RoMKeH BLIICPKHBATE
HCITBITAHUE.

Complies / CooTBETCTRYET

Test sample should pass the test. /
Hcnpiryemsiii o6pasen noNKeH BHISPXABATE
HCTIBITAHHE.

Carbon dioxide
¥Yraepoaa aorcHp

Chlerides!/ Xaopuabi

/ He gom#Ho OLITH NIOMYTHEHHA B TEUEeHHE
1 vaca.

No turbidity should be observed within | hour.

Complies / CootBercTByeT

Cormplies / Coomefrcmym*

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

Nitrates and Nitrites/

Hurparsl H HHATPHTEI

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

Sulphates_zr Cy.ﬂ_bt])a'ru

No turbidity should occur within not less than
1 h. / B TeueHne He MeHee | Jaca He HOILKHO
Ha0MOAATECA MOMYTHSHHEC,

<0.5 ppm

<0.00002% (<0.2 ppm)

Complies / CooTercTRyeT
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TESTS / MOKA3ATEJTH

SPECIFICATIONS / HOPMbI

'Ammonium / AMMOHRI

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

RESULTS / PE3YJbTATHI
<0.6 ppm

Calcium and magnesiom /
Kanbumii 1 Mmarunii

Pure blue color should be observed (without a
violet hue). / JloikHO HAOMHOIATECA THCTO
cHHee OKpaiiBaHue (0e3 pHONeTOBOTO
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tamenbie
METAJLIBI

Residue after evaporation /
Cyxofi ocTaTox

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

~ <0.00001 % (<0.1 ppm)

Conductivity /
I NeKTPONPOBOIHOCTE

| Extractable volume /
HisaexkaeMuiii 00beM

Bacterial endotoxins /
BakrepuanLHbie 3JHI0TOKCHHBI

|
| Sterility / CTepuabHocTh

Packaging / YnakoBka

Shelf-life / CE)K rOAHOCTH

Assessment: / 3aknioueHHE:

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. /
[epBuyHas VIIaKOBKa

Mo 2 M pacTBopuTeNs (BOOA A HHLEKIMIT) B
amnyny w3 Oeciperdoro crexna, THn 1. Ha
BepXHell 4YacTw aMIy/bl HAaHECEHa TodKa
pazioMa OpaHKeBoro LEeTa.

| Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Not more than 25 pS/cm. / 9 uS/em./
He 6oaee 25 MxCM/cM. 9 MKCM/cM.
Not less than label claim (not less than 2 ml}). / 2ml/
He MeHee HOMPHANBEHOTO (HE MSHES 2 MIT). 2 Mn
Not more than 0.25 EU/mL of water for <025EU/mL/
injections. / He 6omee 0,25 E3/Mn Bogbl 311 <0.25 ED/mn
HHBEKIWH.
Should be sterile. / JlomkHa GBITE CTepHIBHOH. Sterile / CrepuabHo.
Pﬂn;agy__ package 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. /
HeppryHas YIaKOBK2

[To 2 mn pacTeopuTtena {Boma AnA
HHBEKLHH) B aMITyIy M3
becusetHoro crtekna, THO 1. Ha
BepXHel 4acTM aMIylbl HaHEeceHa
TOYKZ [1A3/10Ma OPALKEBOro LIBeTa.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepis COOTBETCTBYET TpebOBaHUAM HOPMAaTHBHOTO foKyMenTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor
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