CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAIH3A

Name of Product/
HanMenoBaHHe penaparta

Batch no./ Homep cepuu

Amount of product per batch /
Pasmep cepuu

Date of Control / laTa ananmnsza

Manufacturing date / laTa
NPOH3BOACTEA

Expiry date /HaTa oxonuanus
CPOKA TFOIHOCTH

TESTS / IIOKA3ATEJH

!_Appearance / Onncanne

: Identification / lloganaHOCTE

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEA®, anoprausar jias NPHIoTOBJeHHS PACTBOPA 1Jist

HHDeKuuii, 20 Mr
23C05161A

33188

04.2023
03.2023

02.2026

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJIbTATHI

Yellow with greenish tint lyophilized powder. /
JInOpHUANZHPOBAHHBIE  [OPOLIOK  KENTOr0 €
3e[eHOBATHIM OTTEHKOM LIBETA.

| Tenoxicam by HPLC/
| Tenoxcuram {(B3AKX)

Tenoxicam by UV-
spectrophotometry / Tenokcuxam
(YO-
cnexmpodomomempudecii)

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
yIePHKHBAHA NHKa  TEHOKCHKaMa  Ha
XpoMaTorpaMme HCTIBITYEMOTO pacTBopa
JIOJKHO COOTBETCTBOBATH BpEMEHH
yIepAKUBAHAS mHMKa  TEHOKCHKaMa  Ha
XpOMATOTPAMME CTAHJAPTHOTO pacTBopa (CM.
«PomcTBeHBEIE MPHMECH», oTIpefeNeHAs
SIMHHYHBIX [puMecell W CyMMbl TpEMecefi
(254 HM}).

Complies / CooTBeTcTBYET

Complies / CooTBeTcTBYET

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-cmektp
MOCHOIIEHUA HCIIBITYEMOT0 pacTBopa,
NPUrOTOBIEHHOTO  JUId  KOIHYECTBEHHOTO
ornpenenenus, B obnacté or 230 M mo 400 HM
JOIKCH MMETh MaKCMMYMB! TIPH INMHAX BOIH
257 £ 2HmM, 285 + 2uM w 368 + 2HM (oM.
«KomrecTBeHHOE ONpPEAcCHUC TEHOKCHKaMAay ).

Complies / CoOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTUHOHUKAT AHAJIA3A

TESTS / NOKA3ZATEJIH

Sodium metabisulifite /
Hampua memabucyropum

L — o
Dissolving time / Bpems
| pacTBopenns

SPECIFICATIONS / HOPMbI

~ RESULTS/
PE3VJILTATHI

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 yacpKuBaHuA THKA
HaTpus MeralucynedyTa Ha XpOMATOIPaMme
HCIIRITYE@MOTO pacTBopa AOIKHO
COOTBETCTBOBATh BPEMEHH YISD)KHBAHHA ITHKA
HATPHA MeTalucynbdmra Ha XPOMaTorpaMMe
cTaHpapTHOro pacteopa (cM. «KomuvecTBeHHOE
orpeneneHle HaTpus MeTabuCynuduTay).

Appearance of Reconstituted
solution / Onucanue
BOCCTAHOBJIEHHOTO PACTBOPA

Not more than 60 seconds. / He Oonee 60 |
CEKYHJL.

Complies / CoorBeTcTBYET

42 sec /42 cex

| The product should dissolve completely without

of undissolved particles and visible particulate
matter. The solution should be clear. / Ilpenapat |
JOITKEH PacTBOPATHC TIOJHOCTEIO c
OTCYTCTBHMEM  HEPACTBOPEHHBIX YacTHL, 0¢3
BUIHMBIX MEXaHWuecKHX BKIoueHHii. PacTBop
NOJDKeH ORITh TIPO3PAUHEIM.

Complies / CooTBeTcTBYET

" Solution clarity /
IIpospavrocTE pacTBOpPa

" Solution Color /
liBeTHOCTL PACTROPA

I_pH

" Visible particles /
Budumvie yacmuybl

Subvisible particles /
Hesuoumpie wacmuye

>10 pm particles/

>25 pm particles/

The product solution should be clear. / Pacteop
Npenapara ToMKeH OBITh TIPO3PaYHBIM.

The product solution should not be more
intensively colored than the reference sclution
GY ;. / CTeneHs oKpacKH pacTBOpa Npenapara He
I0JDKHA NIPeBRINATE 3Ta10H GY.

Particulate matter / MexaHHYecKHe BKIIOYCHHA

YacTar pazmepoM > 10 Mxm

YacTull pasMepoM = 25 MKM

7.5t0 10.0./01 7,5 n0 10,0.

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET

9,1

| Should be absent/ JIomKHbL OTCYTCTBOBATE

Not more than 6000/vial; /
He Gonee 6000 na grakoH;

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

Absent /OTcyTCTBYIOT

23 /vial
23 / dmaxoH

3/ vial
3/ ¢pnakon
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CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIH3A

TESTS / TIOKA3ZATEJH

SPECIFICATIONS / HOPMBI

RESULTS/
PE3YJbTATHI

Related substances / PoacTeeHHBI

npaMecn

. 2-aminopyridine /
2-aMHUHOMUPHANH

Individual unidentified impurity /
Ennnpanas
HeHOeHTA(UIHPOBaHHAs TIPHMEChH

Total impurities /
CymMma rnpuMeceit

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

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

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

Below LOQ (LOQ = (.05 %)

/ Huxe npegena
KOJIHYECTBEHHOTO
onpenenenus  ([1IKO
0.05 %)

Below LOQ (LOQ
0.05%) / Hmxe npegmena
KOJIMYECTBEHHOTO
ompenenenua  ([IKO
0.05 %)

If

Below LOQ (LOQ
0.05%) / Hike npegmena
KOJMMYECTRBEHHOTO
onpeneneuus  (IIKO =
0.05 %)

' Uniformity of dosage units /
O)HOPOIHOCTS: AO3HPOBAHHSA

Water /Boaa

The Acceptance value {AV) should be not more |
than 15.0. / Tlokazatenr npuemieMocTH (AV)
JioiskeH OBITE He Gonee 15,0.

| Not more than 3.0 %. / He 607ee 3,0 %.

Bacterial endotoxins /
BakrepuaibHbie JHIOTOKCHHB

Not more than 1 EU/mg of tenoxicam. /
He 6omee | EJ/MT TeHOKCHKaMA,

AV=3.8 (n=10)

1.3%

< (.128 EU/mg /
<(.128 ED/ mr

' Sterility /CrepnabHocTs

Assay / Konn4ecTBeHHOe OApeeaeHne

Tenoxicam / Tenoxcuram

Sodium metabisulfite /
Hampus memaducyavpum

Should be sterile. / Jomken OBITE CTEPUIBHBIM.

Sterile / Ctepuner

| 85.0% to 110.0% of Sodium metabisulfite of the

90.0% 10 110.0% of Ci;sH11N50482 (tenOXiCM)
of label claim. / Ot 90,0% mo 110,0%
C1zH11N304S: (TeHokcukaM) 0T HOMHAHANLHOTO
COAEPKAHMA.

97.0 %

label claim. / Ot 85,0% no 110,0 % HnaTpus
MeTabucynpdmra oT HOMHHLIBHOIO
comepKaHHA.

103.5 %
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

TESTS / MOKA3ZATEJANA

SPECIFICATIONS / HOPMBIL

RESULTS /PE3Y.JIBTATHI

Packa ge / YnaxoBka

" Shelf-life/ Cpox roaHOCTH

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. /
[TepBHYHAS ¥ DAKOBKA

Tlo 20 Mr TeHOKcHKaMa BO (GIakoH M3

BeCIBeTHOrO CTEeRTa THII I,
YKYTIOPEHHBIH npobxoii m
OpoMOYTHIOBOH  pesuHBI,  OOXaroi

QTFOMHHHACEEIM KONMIMAYKOM C KOHTPOJICM
NEPBOrQ BCKPBITHA H IMaCTHKOBLIM
AHCKOM TIOBEPX ANIOMHHHACBOTO
KQIImavka.

3 years. / 3 roga.

KIT / KOMIUVIEKT

" TESTS / IOKA3ATEIH
Kit package / Ymnakoska
KOMILIEKTAa

SPECIFICATIONS / HOPMbI
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. /

Bropuunas vriakoBka

Tlo 3 dnakoHa c¢ npenapatoM #u 3
aMITYJ1Bl C PACTBOPHTENEM TIOMELIAIOT B
KacCeTY A3 HONHBHHAIXIOPHIA.

1 kaccery BMecTe ¢ HMHCTpyKnuci mo
OPHMEHCHAKY —TIOMEINAIT B IRYKY

KapTOHHYO.

Primary package
20 mg of the tenoxicam in a colorless

glass vial type I stoppered with a
bromobutyl rubber stopper, crimped
with alominum flip-off seal with a
plastic disk over an aluminum cap. /
[MepByyHas Y IAKOBKA

[To 20 Mr TeHokcHkaMa Bo (UIakOH M3

BeClBETHOIO CTEKNA THT I,
VKYIIOPEeHHBIi npodkoii 3
OpoMOYTHITOBOH  pe3HHEI,  o0XKaToi

ATFOMURHEBEIM KOITAUKOM ¢ KOHTPOIEM
HepBOrc BCKPHITHA H  IUTACTHKOBBIM

AUCKOM HOBer ATFOMHHHUCBOTO
KOJIIAYKA. B

RESULTS / PE3YVJILTATBI |
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. /

BropuyHas yakoBKka

Ilo 3 dmakoHa ¢ npemapatoM H 3
AMITYITBI ¢ PACTBOPUTENEM MOMELIANOT B
Kaccery M3 TONUBMHEIXIOpUAa. |
KacceTy BMECTe ¢ WHCIpYKLUWeH mno
TIPHMCHCHHI) — MOMCIIAT B [auKy

KapTOHHYIO.
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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIN3A

' Labeling/ I_V[apmlpomca

CKit storage /
XpaHenHe KOMILTEKTa

According to the ND. / B cootsercteuu | Complies as prescribed / CooTeTcTBYeT |

¢ HOPMATHBHOMH JoKyMeHTauuei. TpeOOBAHIIM

| For confizuration 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 vmakoskH 0o 3 (hIaKoHa ¢ IenapaToM H 3 aMiTy kL ¢ PACTBODHTEICM B

Kaccere:

B opHruHansHoli yrakoBke (aKoHs! ¢ IPENApaToM H aMITyJbl ¢ PACTROPHTENEM B
na4yke) Opd TeMieparype He Beiute 25 °C.

Kit shelf life /
CpoK roIHOCTH KOMILIEKTA

Assessment: / 3aKmOueHHe:

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roaa. Cpok TOIHOCTH KOMINEKTa OTIPEIENAeTCsA CPOKOM rOIHOCTH
JIEKAPCTEEHHOTO TIPeNapaTa Al MeAHUMHCKOTO IPUMEHEHUS,

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusi COOTBETCTBYET TpeOOBAHIIM HOPMAaTHBHOTO AokyMenTa JIC-000295-
160721.

' API name (INN) / nanmenosaune A®C (MHH): Tenoxicam / TeHokcHKam
API manufacturer batch number / 02043421
Homep cepnu npousoautenn APC: |
FP Manufacturer API Batch number / 22105967
Homep cepnu cyGeTanuun npousponnrens JID:
API Manufactured by & country / ' Edmond Pharma S.r.L., Ttaly /
Mpoussoantens ADC, crpana: Samonn Dapwma, C.p.JL, Uramas

Hsﬁﬂ (et A2

e‘f\oa
5 (\a\l
eﬁ) MEHVES TURKEL

26 [ou |22
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CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIM3A

Name of Product/
Hanmenosanue mpenapara

Batch no./ Homep cepHH

Amount of product per batch / Pasmep

cepUH

Date of Control / laTa anaansa

Manufacturing date / laTa mpon3soacrsa

Expiry date //laTa OKOHYaHHA CPOKA

TOOHOCTH

Water for injections (solvent) /

Boja a1a HHbEKOHI (PacTBOPHTEAR)

2211
90326

02/2023
12/2022
1172027

Water for injections (solvent) / Bona nnsa unbexumii (pacTBopuTen)

TESTS / IOKA3ZATEJIH
Description /Onncanste

SPECIFICATIONS f HOPMbBI

RESULTS / PE3YJILTATHI

Clear, colourless liquid without odor. /
IMpospaunas GecipeTHAs KHAKOCTE Oe3
3anaxa.

Particulate matter / MexaHHYMecKHe BKJIIOYCHHS

Visible pam'cle:s /
Buoumere yacmuypl

Sub visible particles /
Hesuoumere wvacmuyb

>10 pum particles /
yacTHL pasMepoM = 10 MKM

>25 m particles /
YACTHI] PA3MEPOM = 25 MKM

Acidity and alkalinity /
KucaorHocTs H IEEJI0YHOCTD

Should be absent. / JJoimKHEI 0TCYTCTBOBATE.

Complies / CooTBeTCTBYET

Absent / OTCYTCTRYIOT

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

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

40

Test sample should pass the test. /
Hcnsrryemsiii o0pasell [omAKeH BEOSPKUBATE
HCTIEITaHHE.

Reducing substances /
BoccTanaganpaiomne
BelecTsa

Test sample should pass the test. /
HcneiTyemsiii 06pasel TOMKeH BEAEPKHUBATL
HCIIBITAHAE.

Complies / CooTBeTCTBYET

Complies / CooTReTcTBYET

~Carbon dioxide
Yraepoaa AHOKCHA

| Chlorides/ Xaopuasi

/ He nomxHO OBITE MOMYTHEHHS B TCHEHHE
1 uaca.

No turbidity should be observed within 1 hour.

Complies / CooTBeTcTRYET

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

<0.5 ppm

| Nitrates and Nitrites/

HutpaThl H HHTPHTH!

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

: Sulphates / Cyasdarsi

No turbidity should occur within not less than
1 h./ B TeueHne He MeHee 1 uaca He NODKHO
| HabMIOATECS TOMYTHCHAC.

<0.00002% (<0.2 ppm)

Complies / CooTBeTCTBYET

1/2



®
LGENSENT

CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIM3A

~ TESTS/TIOKA3ATEJH
Ammonium / AMMoHRii

Calcium and magnesium /
Kajabuni 0 Marnui

Heavy metals/ Taxensie
METaMIb]

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

RESULTS / PE3Y.JIbTATbI
<0.6 ppm

Pure blue color should be observed (without a
violet hue). / JJo/okio HabnroaaTecs YHCTO
cHHee oxpaiuneanie (6e3 dnomeroBoro
OTTEHK4).

Complies / CooTBeTCTBYET

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

<0.00001 % (<0.1 ppm)

Residue after evaporation /
Cyxoii ocTaTok

| Conductivity /
aeKTPONPOBOTHOCTD

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

|"Not more than 25 uS/em. /
| He Gomee 25 MxCm/cm,

0.000 %

7 uS/cm./
7 MrCwM/cM.

Extractable volume /
H3Baexkaemblii 00beM

Bacterial endotoxins /
BaxkTepuajbHBIC YHEOTOKCHHDI

Not less than label claim (not less than 2 ml). /
| He MeHee HOMWHANBHOrO (He MeHee 2 MII).

| Not more than 0.25 EU/mL of water for

injections. / He Gonee 0,25 ED/Mn BRI [T
HHBEKIIHN.

2ml/
2 Mn

<025 EU/mL/
<025E3/Mn

Sterility / CTepHILHOCTE

Should be sterile. / JTomxHa OBITh CTEPHIBHOM.

Sterile / CrepunsHo.

Packaging / Ynaxkosra

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. /
[eppHYHAA Y TAKOBKA

Io 2 mi pacteoperrend (BoJa Ond MHBEKIHIL) B
amnyny u3 Oecnopernoro crewma, tun . Ha
BepXHell YacTH aMmyibl HaHEeceHa TouKa
pasnoMa OpaHXKeBoTo TBETa.

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. /
[leppuuHag ymakoBka

ITo 2 Mn pactBopHTend (Boja mis
MHBCKLIHH) B aMITYITY H3
DecusetHoro crexna, Ten 1. Ha
BepXHeH 4acTH aMIylbl HaHeceHa
TOYKA paslioMa OpaHXEBOTO IIBETA.

Shelf-life / Cpok rognocTn

5 years. / 5 qer.

Assessment: / 3axmoueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusa cootBeTcrRyeT TpeOOBAHHAM HOpMATHBHOTO JoKyMeHTa JIC-000295-160721.

Ali Ethemoglu

Quality Control /Supervisor
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTHO®HUKAT AHAJIN3A

RESULTS / PE3YJIbTATBI

Name of Product/ Water for injections (solvent) /
HanmeHoBanHe mpenaparta Boaa ais nHBbEeKIHH (DACTBOPHTED)
Batch no./ Homep cepun 2212
Amount of product per batch / Pasmep 89996
cepuu
Date of Control / Tata anaauza 02/2023
Manufacturing date / lata npou3agogcTea 12/2022
Expiry date //{aTa 0KOHYaHHS CPOKa 11/2027
roIHOCTH
Water for injections (solvent) / Boaa 111 naneknnii (pacTBopHTEIb)
TESTS / HOKA3ATE.IH SPECIFICATIONS / HOPMBI
Description /Onncanne Clear, colourless liquid without ador. /

Particulate matter / MexannyeckHe BRIAKYECHAA

Visibie particles /
Buduubie uacmuyor

TIpozpaunas HecnpeTHas HUAKOCTE O3
3ariaxa.

Complies / CooTBeTcTBYET

| Should be absent. / onHb! O’I‘CyTCTBOTSaTL.

Sub visible particles /
Hegudumvie wacmuybl

>10 pm particles /

yacTuil pasmMepoM = 10 MKM

>25 pm particles /
YACTHIL PA3MEPOM = 25 MKM

Not more than 6000 particles per ampoule; /
He 6omee 6000 Ha ammyny;

Not more than 600 particles per ampoule. /
He 6onee 60 na ammymy.

Acidity and alkalinity /
KncaoTHOCTE H M1e10MHOCTD

Reducing substances /
BoccTanaBaueaomye
BeLeCTBa

Test sample should pass the test. /
Hcnwrryemsiii odpazell HoMkeH BELAEPKHBATE
HCIIBITAHHE,

Absent / OtcyTeTByioT

69

Complies / CooTreTcTBYET

Test sample should pass the test. /
Hcnpiryemelil o0pasell ODKEH BRJICPXKHBATE
HCTILITAHHE.

Complies / CooTBeTCTBYCT

Carbon dioxide
¥raepoaa THOKCH

/ He momxHO OBLITE MOMYTHEHHA B TEUCHHE
1 4aca.

Chlorides/ Xaopuasi

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

No turbidity should be observed within | hour.

Complies / CooTeTcTBYET

<0.5 ppm

Nitrates and Nitrites/
HuTpaThl B HUTPUTLI

Sulphates / Cyandarnl

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

<0.00002% (<0.2 ppm)

‘No turbidity should occur within not less than
1 h./ B Teuenne He MeHee 1 4aca He JODKHO
HabIOATECH IOMYTHEHHE.

Complies / CooTBeTCTBYET
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EGENsENT

CERTIFICATE OF ANALYSIS/ CEPTHOUKAT AHAJIM3A

TESTS / IOKA3ZATEJIHA

| Ammonium / AMmounii

| Caleium and magnesium /
Kanbumi 1 MaraHii

Heavy metals/ Ts:xennie
METAJNBI

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

Pure blue color should be observed (without &
violet hue). / JomkHo HabIOAATECT YACTO
cunee okpamuyeanue (6e3 gpuonerosoro
OTTEHKa).

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

SPECIFICATIONS / HOPMbI |

B RESULTS / PE3YJIBTATH
<0.6 ppm

]

Complies / CooTeTcTBYET ‘

<0.00001 % (<0.1 ppm) |

‘Residue after evaporation / Not more than 0.004%. / He 6cnee 4,004%. 0.000 %

Cyxoi#i ocTaTok

Conductivity / Not more than 25 uS/c_m. / 8 uS/em./

DAeKTPONPOBOAHOCTE He bonee 25 MxCm/cm. 8 MxCwm/cm.

Extractable volume / Not less than label claim (not less than 2 ml}. / 2ml/

H3BaexaeMbl 00bem He MeHee HOMHHANLHOTO (He MeHee 2 M), 2 Mn

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

BakTepuanbHble 3HAOTOKCHABI | injections. / He domnee 0,25 ED/Mn Boas! <025 ED/Mn
HHBEKIIHI.

.Sterility { CTepHABHOCTD Should be sterile. / [Jomkaa ObITE CTEPHILHOMH. Sterile / CrepwisHo.

: .Packaging / ¥YnakoBka

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. /
TMepBHuHas yIaKOBKA

Mo 2 Mn pacTROpHTENS (BOAA AT HHECKITHIA) B
ammyny w3 becuserHoro crewna, téum 1. Ha
BepXHelf UACTH AMITyNsl HaHeceHa TOUKa
pasnoMa OPaHKEBOro LBETA.

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. /
[IepBruHAS VOAKOBKA

[lo 2 Mn pacTBOpHTEN: (BOZA HNIA
HHBEKIMH) B aMIyIy  u3
OecupetHoro crekna, Tan 1. Ha
BEpXHell 4acTH aMITynbl HaHECEHA
TOYKA pa3ioMa OpaHKeBOTO 1IBETA.

Shelf-life / Cpok roanocT

5 years. / 5 mer.

Assessment: / 3axnoueHue:

The batch complies with the specifications according to ND JIC-000295-160721. /
CepHsa COOTRETCTBYET TPeOORaHKHAM HOPMATHBHOTO JokyMenTa JIC-000295-160721.

Ali Ethemoglu
Quality Controfupervisor

i
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®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HanmenoBanne npenaparta Bopga ana HHbeKOHH (PACTBOPHUTEND)
Batch no./ Homep cepun 2213
Amount of product per batch / Pazmep 20423
CCpPHH
Date of Control / laTa anannsa 02/2023
Manufacturing date / lata npon3soacrTsa 12/2022
FExpiry date /[laTa oxoH9aHUs CpoKa 11/2027
rOHOCTH
Water for injections (solvent) / Bona naa nabexnmil (pacTBOpPHTE/Ib)
TESTS / MOKA3ATEJIHA SPECIFICATIONS / HOPMBb]

Description /Onncanue

Particulate matter / Mexanu4yecKHe BKJIYEHHSA

Visible particles /
Budumere yacmuyw:

Clear, colourless liquid without odor. /
FIpo3paunas GeclBETHAA KHIKOCTE De3
3anaxa.

Should be absent. / JJomKHB OTCYTCTBOBATH,

Sub visible particles /
Heeudumvie wacmuol

>10 pm particles /

>25 pum particles /

YACTHLL PA3MEPOM > 25 MKM

Not more than 6000 particles per ampoule; /

yacruil pasMepoM > 10 MM | He Sonee 6000 Ha amnymy;

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

Acidity and alkalinity /
KncaorHoeTh B eJ0YHOCTE

Reducing substances /
BoccranasjHBaome
BeleCTBA

Test sample should pass the test. /
HcnerryeMeiii obpazell JODKEH BbIIEPKHUBATE
HCIIBITAHHC,

~ Absent/ OTcyTCTRYIOT

RESULTS / PE3YJIBTATDI
Complies / CooTBeTcTBYET

89

Complies / CooTBercTBYeET

Test sample should pass the test. /
HcneiTyeMElil 00pasel Z0MKeH BRIICPKUBATE
HCTIEITAHHE.

Complies / CooTsercTByeT

[ Carbon dioxi_de

No turbidity should be observed within 1 hour.

¥Yraepoaa AHOKCHA / He nomxHO GBITE NOMYTHEHHSA B TEYEHHE
1 yaca.
| Chlorides/ XnopHasl Not more than 0.5 ppm. / He 6onee 0,5 ppm.

Nitrates and Nitrites/
HuTpaThl H HHTPHTBI

_'Sulpmlt'es / Cyanparsl

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

Complies / CooTBercTBYyeT

<0.5 ppm

<0.00002% (<0.2 ppm)

| No tuEidit} should occur within not less than

1 h. / B Tedenwe e MeHee 1 gaca HE AOIDKHO
HAGIIOIATHCA TIOMYTHEHHE.

Complies / CooTBeTCTBYET
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CERTIFICATE OF ANALYSIS/ CEPTHOHKAT AHAJIU3A

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

Ammonium / AMMoHRii

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

RESULTS / PE3YJ bTAE]:I
<0.6 ppm

Calcium and magnesium /
Kaneuni v marumi

Pure blue color should be observed (without a
violet hue). / HomxkHo HabmoaaTeca 9ucTo
CHHee oKpalHBanuie (0e3 pHoNIeTOROTO
OTTEHKA).

Campiies / CooTBETCTBYET

Heavy metals/ Taxeanie
METALIbI

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

<0.00001 % (<0.1 ppm)

Residue after evaporation/ | Not more than 0.004%. / He Gonee 0,004%. 0.000 %
Cyxoii ocTaTox
Conductivity / Not more than 25 pS/em. / 7 uS/em./ -
e TPONPOBOAHOCTE He Sonee 25 MxCm/cm. 7 MrCm/cm.

| Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3snexaemblii 06bemM He mMenee HOMRHANLHOTO (HE MEHES 2 ML) 2 Mn
Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <025EU/mL/
BaxTepHaibHbie DHTOTOKCHHbI | injections. / He donee 0,25 E3/Mi Boap! ans < (.25 E3/Mn

UHBEKLHI.

_Sterility { CTepHJILHOCT;:

Should be sterile. / JomkHa OBITh cTEPHILHOLH.

Sterile / CtepunrHo.

| Packaging / ¥YnaxkoBka

Shelf-life / Cpox roamocru

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. /
[TepBruHas Y IAKOBKA

[To 2 ma pacTeopuTeNs (Boma /A HHLEKLKH) B
amryny w3 OGecuperHoro crewita, Thm [ Ha
BepxHEH wacTd aAMIIyldbl HAHECeHAa TOUKA
pasioMa OPaHkKEROTO 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 ymakoBKa

IMo 2 mn pacteopuTens (Boga Iist
MHBEKIMH) B ambyny W3
OecuperHoro crexna, tan I Ha
BEpXHeH uYacTH aMIylel HaHeceHa
TOYKA [}a3/10Ma OpaHKeBOTO LIBETA.

5 years, / 5 ner.

Assessment: / 3akimodyeHHe:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTBYET TpeOOBaHHAM HOpMAaTHBHOrC AokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor
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