CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJNA3A

Name of Product/
HaunmeHoBaHHe Npenaparta

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepun

Date of Control / JaTa anaau3sa

Manufacturing date / IaTa
MPOU3BOACTRA

Expiry date //laTa okonuanun
CpoKa TOIHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg /

TEKCAPEJ®, tnoduausat aas MPAroToOBJIeHHS PacTBopa st

HHBEKIMHI, 20 MT
25H05171A

41.838,000

08.2025
08.2025

07.2028

TESTS / TIOKA3ATEJIA

Appearance / Onucanue

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJILTATHI

| Yellow with greenish tint lyophilized powder. /

JTnohunu3npoBaHHEN  TIOPOIIOK  KENTOTO ¢
3eME€HOBATEIM OTTEHKOM I{BCTE.,

Complies / CootBeTcTBYET

Identification / IloxAHHOCTE

Tenoxicam by HPLC /
Tenoxcurxam (BI3KX)

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
YIeKHBAHMS IAKZ  TEHOKCHKaMa  Ha
XPOMATOFPaMMe HCIIBITYEMOr0 pacTeopa
TODKHO COOTBETCTBOBATD BpeMeHHU
yIepKHBARW IHKA  TEHOKCHMKaMa  Ha
XpOMaTorpaMMe CTAHOapTHOrO pacTeopa (CM.
«PoncTeeHHbIE [OPHAMECH», oTpeneneHue
ENHHMIHBIX TIpHMecel W CyMMEI TpHMeceii
(254 um)).

Complies / CooTBeTCTRYET

Tenoxicam by UV-

spectrophotometry / Tenorcuram

(Y-
crexkmpogiomomempudeckuil)

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-cmektp
HOTIIOEHRA MCIIBITYEMOTO pacTeopa,
NOPUTOTOBIGHHOTO  UIA KOJIIMUYECTBEHHOTQ
ompefenerus, B obmacta or 230 oM xo 400 am
AOIDKEH VIMETh MaKCHMYMBI OpH [UTHHAX BOJH
257 £ 2um, 285 4+ 2HM 1 368 = 2um (oM.
«KomizecTBeHHOE ONPE/IC/ICHIE TEHOKCHEAMan ).

Complies / CooTercrayer
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TESTS / TIOKA3ATEJH

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJILTATHI

Sodium metabisulfite /
Hampus mematucyioum

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 ynepxuBanms maKa
HaTpua MeTaducynbpHTAa Ha XPOMATOTPAMME
HCOLITYEMOTO pacTtBopa TOITKHO
COOTBETCTBOBATE BPEMEHH YICPWMBAHMA [THKA
Hatpus MeTabucynbduTa Ha XpOMAaTOTpAMME
craHnaprHore pacTBopa (oM. «KommtecTpeHHOS
oTIpenieNeHHe HaTpus MeTabucynpdurar ).

Dissolving time / Bpems
pacTBopenst

Complies / CooTpeTcTByeT

Not more than 60 scconds. / He Gomee 60
CEeKYHI.

22 sec /22 cex

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJIEHHOT'0 PACTBOPA

L
Solution clarity /

IpospayHocTs pacTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Tlpenapar
AoJDKeH PacTBOPATHCA TIONHOCTEH) c
OTCYTCTBHEM HEPACTBOPCHHBIX YacTHU, 0e3
BHIMMBIX MEXAHWYSCKMX BKIIOYEHHil. PacTBop
ACIKCH OBITH NPO3PaYHEIM.

Complies / CooTBeTcTBYET

The product solution should be clear. / Pacteop
TIpenapara Joiken ObITh O3 pavHbM.,

Solution Color /
[IpeTHOCTE pacTEOpa

Complies / CoorBercTByeT |
|

The product solution should not be more
intensively colored than the reference solution
GY1. / CTenenp okpacku pacTEOpa Mpelapara He
IIODKHA NPERLIIATE 3TanoH GY.

pH

Complies / CootBeTcTRYET

7.51010.0./071 7.5 10 10,0.

Particulate matter / MexaHn4eckne

9.0

BKJHMCHHS

Visible particles /
Budumvie yacmuyer

Subvisible particles /
Heeudumere vacmuyer
>10 pm particles/
Yacrun pazMepoM = 10 MkM
=25 ym particles/
YacTun pazMepom = 25 MKM

Shouid be absent/ JlomkHEI 0TCyTCTBOBaTEH

Not more than 6000/vial; /
He 6omnee 6000 Ha ¢nakoH;

Not more than 600/vial. /
He Goaee 600 na daaxom.

Absent /OrcyTersyior

87 / vial
87/ pnaxon

1/ vial
1 / danakon J
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CERTIFICATE OF ANALYSIS/ CEPTUO®UKAT AHAJIM3A

TESTS /TIOKA3ATEJHA

Related substances / PoacTBeHubIe

npHMecH

“SPECIFICATIONS / HOPMBI

2-aminopyridine /
2-aMHHOIIHPHIHH

Individual unidentified impurity /
Enunnanan
HERASHTH(MIMPOBAHHAT IPUMECh

Total impurities /
CyMma npumeceii

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

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

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

Uniformity of dosage units /
OnHopenHOCTE 103HPOBAHHS

The Acceptance value (AV) should be not more
than 15.0. / Ilokazatens npuemnemoctH (AV)
pomked ObITh He 6onee 15,0.

I Water /Boaa

| Bacterial endotoxins /
bakrepHaabHbIe 3HA0TOKCHHBI

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

RESULTS/
PE3YJLTATEI
Not detected / He E
obHapyxeHa
Not  detected / He
o0Hapy)xeHa
Not detected / He
ofHapyKeHa |
AV=1.5 (n=10)
1.1 %

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

He 6onee 1 ED/Mr TeHOKCHKaMa.

<0.128 EU/mg /
<(L128 EB/ mr

H_Sterility /CTepuIbLHOCTE

Should be sterile. / HJomkeH ObITh CTEPHABLHEBIM.,

Sterile / Crepunen

Assay / KonnyecTBeHHOE onmpeneie

HHEC

| Tenoxicam / Tenoxcurkam

90.0% to 110.0% of Ci13H11N304S; (tenoxicam)
of label claim. / Or 90,0% no 110,0%

CONMEPKAHIY,

Sodium metabisulfite /
Hampus memabucyashum

MeTabucynepuTa oT HOMHHAILHOTO

COJICEKAHMSL.

0
CisH1iN3048; (TeHOKCHKaM) 0T HOMHHANBEHOTO 99.2%
85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% mo 110,0 % marpua 98.6 %
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

TESTS / HOKA3ZATEJTH

. Package / YnakoBka

| SPECIFICATIONS/HOPMBIL | RESULTS / PE3YJIbTATHI
Primary package | 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. /
lepBrunas Y maKoBka

ITo 20 Mr TeHOKcHKaMa BO (nakoH u3

BecHBETHOTO CTeKIa THIT I,
YKYTIOPEHHBIH npodkoii w3
OpoMOyTHIOBOHT  pesuHel,  obkarol

ANMMOMHHHEBEIM KOJINAYKOM ¢ KOHTPOJIEM
HCPBOT0  BCKPBITHA M IUIACTHKOBBIM

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. /
TMepBuuHas ¥ IaKoBKa

[lo 20 Mr TeHokcukaMa BO (TaKOH H3

OecIBeTHOTO CTeKIA THI L
YRYTMOpeHHsI i npoOKoH u3
OpoMOyTunoBoit  pesmHEl,  0BKaTol

AIFCMHHUEBEIM KONMAYKOM € KOHTPOJICM
MEPBOr0  BCKPHITHA H  IUIACTHKOBBIM

JTHCKOM MOBEpX ATHMHHAEBOTO | THCKOM MOBEPX THOMHHHUEBOTO
B KOMMa4Ka. KOIITIa9Ka,
I Shelf-life/ Cpox roguocTn | 3 years. / 3 ropa.
KIT / KOMILIJIEKT
TESTS / MOKA3SATEJIN SPECIFICATIONS / HOPMbI _ ~ RESULTS /PE3YJIbTATBHI
Kit package / ¥Ymakopka | Secondary package Secondary package

KOMIJIEKTa

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. /

BropuuHag ynakoska

flo 3 ¢nakona c mnpenapatom u 3
AMIIYJIBl C PACTBOPHTENEM TIOMEIIAT B
KacceTy |3 MTOMMBHHHIIXIIOPHA.

| kaccery BMecTe ¢ HHCTpYKUMEH 10
NPHMEHSHHID TIOMEMAIOT B IAuKy

KapTOHHYIO.

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 yrakoBka
Tlo 3 t¢nmakoHa ¢ mnpemapatoMm u 3

AMITYJBI C PACTROPUTENEM TIOMELIAOT B
KaCcCeTy U3 HOMHBHHWIXIIOpHOA. |
KacceTy BMeCTe ¢ WHCTpyKumed 1o
NPUMECHCHHI) —[OMEIIAIOT B MAYKY

KapTOHHYIO.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

| Labeling/ Mapxupoeka | According to the ND. / B cooTeeTcTEHR Complies as prescribed / CootBercTByer
€ HOPMATHBHOH JOKYMEHTALIHE. TpeboBaHUAM
 Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

Xparenne komniexra In the original packaging (3 vials with medical product and 3 ampoules with solvent

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

A yrakoeky 1o 3 dmakoHa ¢ IpenapaToM 1 3 aMuyJisl ¢ PACTBODHTEICM B
Kaccete:

B opurnsHaneHoi ynakoske ($akoHbI ¢ IPEapaToM H aMITyJibl ¢ PACTBOPHTENEM B
| nadvke) Ipu TeMIeparype He Beluie 25 °C,

| 'Kit shelf life / o 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpox rogHocTn KoMILIekTa | human use. / 3 roga. Cpok rONHOCTH KOMIUISKTA OTIPEAEAETCH CPOKOM FOAHOCTH
JIEKAPCTBEHHOTO IPENapaTa AN METALIMHCKOTO PHMEHEHH,

I

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023./
Cepun cooTBeTCTBYET TpeO0OBaHHAM HOPMATHBHOIO gokymenta JIC-000295-
160721, Hamenenne Nel ot 25.04.2023.

| API name (INN) / naumenoBanue A®C (MHH): Tenoxicam / TeHOKCHKAM
API manufacturer batch number / 92044624
Homep cepun npoussoanreas ADC: | |
FP Manufacturer API Batch number / 25117182
Homep cepun cyberannuu npounssonurena I'JID:
AP1 Manufactured by & country / Edmond Pharma S.r.L., Italy /
llpouseoguTtens ADC, cTpana: Aamona @apma, C.p.JL., Utanng

Quaiity Control Supervisor

e —

OF. (o Jm2
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(R GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIN3A

Name of Product/
HammeHoBaHHe NpeniapaTa

Water for injections (solvent) /
Bopa pia HHBEKIME (PACTBOPHTED)

Batch no./ Homep cepun 42J3
Amount of product per batch / Pasmep 90412
cepun
Date of Contrel / laTa anaanaa 02/2025
Manufacturing date / lata nponssoacTea 10/2024
Expiry date /[faTa okoHYaHHSA cPOKA 09/2029
TOAHOCTH
Water for injections (solvent) / Boxa ansa nnsexknuii (pacTBopHTeIb)
TESTS /TIOKA3SATEJIA SPECIFICATIONS f HOPMbI

Description /Onncanne

Clear, colourless liquid without odor. /
TIpo3paunas GecLBeTHas WUNKOCTL Oe3
3anaxa.

RESULTS / PE3Y.JILTATBI

Complies / CooTBeTCTBYET

Particulate matter / Mexannueckne BKJIIOYeHHA

Visible particles /
Buoumwvie vacmuyper

Sub visible particles /
Hegudumote yacmuip!

=10 pm particles /

gacTHI pasMepoM > 10 MM

=25 um particles /

TACTHIL PA3MEPOM > 235 MKM

Should be absent. / JToMKHBI 0TCYTCTBOBATS.

Not more than 6000 particles per ampoule; /
He Gonee 6000 Ha amnyny;

Not more than 600 particles per ampoule. /
He 6oaee 600 Ha ammnyity.

Acidity and alkalinity /

KHCJI0THOCTE M INMEJOYHOCTD

Reducing substances /
BoceranagiHBaromne
BeLIeCTBA

Carbon dioxide

Yrnepona JHOKCHA

Test sample should pass the test. /
HenriTyemsbrii obpazen ToJkeH BRUIEPKUBATE
HCTTLITAHHE,

Absent / OTcyTCTRBYIOT

10

Complies / CooTBercTBYeT

Test sample should pass the test. /
HcneITyeMElii o0pasel JOMKCH BBICPKIBATE
HCITBITAHHE.

/ He nonxHo ObITH TOMYTHEHHA B TEUCHNE
1 yaca.

Chlorides/ Xaopuab1

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

Nitrates and Nitrites/
Hutpatbl H HUTPHTEI
Sulphates / Cyabdatne

\

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

No turbidity should be observed within 1 hour.

Complies / CooTBeTcTBYET

Complies / CooTeeTcTBYET

No turbidity should occur within not less than
1 h. / B TeueHHe He MeHee | gaca He TOIDKHO
HabMOAATEC TOMYTHCHHE.

Ammonium / AMMoHRiE

| Not more than 0.6 ppm. / He Gosiee 0,6 ppm.

<0.5ppm

<0.00002% (<0.2 ppm)

Complies / CooTrercTBYCT

<0.6 ppm
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GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJ/IM3A

TESTS / IOKA3ZATEJIHA

~ SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbBTATHI

Calcium and magnesium /
Kanbuuii u Maruii

Pure blue color should be observed (without a
violet hue). / TomxHo HabMOMATECS YHCTO
cHHEE okparursanue {06e3 $uroseToBoro
OTTEHKA).

Complies / CooTBeTcTByET

Heavy metals/ Taxenste
MeTaIbI

Residue after evaporation /
Cyxoit ocTatoxk

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

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

<(0.00001% (<0.1ppm)

0.000 %

' Conductivity /
DAeKTPONPOBOAHOCTh

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

' Extractable volume /
HiBaekaeMelii 00beM

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

4 pS/em./
4 MxCwM/cM.

2ml/
2Mn

Bacterial endotoxins /
BakTepuaJibHbIe 3HIOTOKCHHEI

Sterility / CtepuabrocTh

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 EZ/mn Boas! juis
HHBCKIMH.

<0.25EU/mL/
<025 E2/wMn

Should be sterile. / JJomkaa ObITE CTEpHABHOM.

Sterile / Crepunbio.

Packaging / ¥naxoska

Shelf-life / Cpox ronnocTH

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. /
Tleppuunas v OaKoBKa

TTo 2 M1 pacTBOpHTENA (BOJa Il WHECKIIMIA) B
aMmyny w3 OeciserHoro crekma, tan 1. Ha
BepXHelf dYacTy aMITyBl HAaHECEHa ToUKa
pa3A0Ma OPAHXKEBOT0 LIBETA,

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. /
IlepsHHAA | TAKOBKA

[Mo 2 Mn pactropuTens (Bofa ANR
WHBEKIMI}) B aMIyiny — b3
OecuipeTHoTOo cTekna, Tan 1. Ha
BepXHefl YacTH ammynbl HaHeceHa
TOUKA [1@3710Ma OPAHAKEROI0 IBETA,

|5 years. / 5 neT.

Assessment: / 3aKmouenue:

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

#1 on 25.04.2023 /

Cepust COOTBETCTBYET TpebOBAHMAM HOPMATHRHOTO HokyMenTa J1C-000295-160721,

Hamenenne Nel ot 25.04.2023.

f

J"sli Ethemoglu

Qua}il}bkj} :‘\ﬂr Supervisor

—
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R OENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Name of Product/
HaumeHoBaHHe MpeHapaTa

Batch no./ Homep cepnn

Amount of product per batch / Pazmep

cepHH

Date of Control / laTa ananu3za

Manufacturing date / lata npouspoacTsa

Expiry date /{aTa oKOH4YaHMUSA CPOKA

rogHoCTH

TESTS / IOKA3ATEJHA
Description /Onucanne

Visible particles /
Buoumsie vacmuyul

| 3amaxa.

Water for injections (solvent) /

Boja ana uHbeKOMik (PACTEBOPHTEIb)

52C3
91168

07/2025
03/2025
02/2030

‘Water for injections (solvent) / Bona anst unbexumii (pacTBopuTen)

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJABTATHI

| Clear, colourless liquid without odor. /

TIpospaunas HeclBeTHaA KHIKOCTE O¢3

Particulate matter / MexanH4yecKkne BKJIIOUEHHA

Complies / CooTBeTcTRYET

Should be absent. / JosiKHEI OTCYTCTBOBATD.

Absent / OTcyTeTBYI0T

Sub visible particles /
Heeuounmsie uacmuyo!

>10 um particles /
yacTHr, pasMepoM > 10 MM

>25 um particles /
YACTHL] pa3MepoM = 25 MKM

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

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

41

Acidity and alkalinity /
KneaorHoers ¥ meaovHocTh

Reducing substances /
BoccTanasmBaloniye
BEIecTRA

Test sample should pass the test. /
HcnwiTyeMplii 00pasen AomKeH BEICPKHBATH
UCTILITaHHE.

Test sample should pass the test. /
Henwrryempiid o0paser; TomkeH BHISPKHBATD
HCTIBITAHHE.

~ Carbon dioxide
Yraepoga AnoKcHa

Chlorides/ Xs1opuabi

| Nitrates and Nitrites/

HurpaTb! 1 HHTPHTBI

No turbidity should be observed within 1 hour.

/ He gomxHO OBITH MOMYTHEHHA B TEYSHHE
1 uaca.

Complies / CooTBeTcTBYET

Complies / CoorgeTcTBYET

Complies / CooTBeTCTBYET

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

<0.5ppm

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

' Sulphates / Cyanarni

| Ammonium / AMMoHnii

No turbidity should occur within not less than
1 h. / B Teuerie He MeHee 1 yaca He HOMKHO
HabmAaTECA TOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CooTBeTcTBYET

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

<0.6 ppm
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EeeNseNT

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

i TESTS / [IOKAZATEJHA
Calcium and magnesium /
Kaabnunii 1 Marunii

Heavy metals/ Taxenble
MeTALIB

| SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATDHI

Pure blue color should be observed (without a
violet hue). / Jlomxro Habmogarees 9HCTO
cHHee okparnBaHue (0e3 ¢uoeToBoro
OTTEHKA).

Complies / CooTBeTcTRYET

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

' Residue after evaporation /
Cyxoii ocTaTok

Conductivity /
U1K TPONPOBOAHOCTD

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

<0.00001% (<0.1ppm)

0.000 %

| Not more than 25 uS/em. /
He 6onee 25 MmxCuM/cM.

5 uS/cm./
5 MxCm/cM.

|
Extractable volume /
H3pnekaemplii 00nem

Bacterial endotoxins /
BakrepuaibHBIE JHIOTOKCHHE]

Not less than label claim (not less than 2 ml). /
He MeHee HoMHHANEHOTO (He MeHee 2 MA).

2ml/
2 Mn

Not more than 0.25 EU/mL of water for
injections. / He Gomee 0,25 E3/mn Bonpl ang
HHBEKIIHIA.

Sterility / Crepnanpocts

Packaging / YnakoBka

Should be sterile. / [iomxHa OBITE CTEPIIBHOH.

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. /
TleperuHan yNaKoBka

TIo 2 Mn pacreopurens (8ofa AN HHBEKUHH) B
aMmmyny w3 OecuserHoro crexna, tun [ Ha
BCPXHEH YacTH aMIIyibl HaHeceHa TodkKa
PA3IoMa OPEHKEBOT0 HBETA.

Shelf-life / Cpox rognocrn

Assessment: / 3axmoueHue:

5 years. / 5 ner.

<0.25EU/mL/
<0.25 ED /M

Sterile / CTBp_HJIBHO.

'Friﬁlag[ package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type T with an orange one-
point-cut at the top of the ampule. /

IlepBriuHas y DakoBKa

INo 2 mMn pacreopuTtens (Boja Ans
W3
OecrigetHoro crexia, tam 1. Ha
BEPXHEH 4acTy aMIlylel HaHeceHa
| TOYKA [as/ioMa OPAH¥EBOro LBETa.

HHBEKUMIH} B amITyIy

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

#1 on 25.04.2023 /

Cepusi cOOTBETCTBYET TPEOOBAaHHSIM HOPMAaTHBHOTO fokyMenTa J1C-000295-160721,

Hsmernenne Nel ot 25.04.2023.

Ali }":themoglu

Quality -Jl‘nnm'-]fS upervisor

X

——
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