ESGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Name of Product/ : TEXARED, lyophilized powder for in jection after reconstitution,
Haumenoranue npenapara 20 mg /
TEKCAPEA®, anopuansar s NPHIOTOBJICHHUSA pacTBOpa 151
MHbLEKIMi, 20 Mr

Batch no./ Homep cepun T 22114481A
Amount of product per batch / : 40.800,000
Pasmep cepun

Date of Control / ata ananuza 1 10,2022
Manufacturing date / Tara ;10,2022
IPOH3BROACTBA

Expiry date /{aTa oxonaanus o 092025

CpOKa rooIHOCTH

RESULTS /
| TESTS / IOKA3ATEJH SPECIFICATIONS / HOPMbI ‘ PE3YJIBLTATEI

‘_Appearance / Onucanue ‘ Yellow with greenish tint lyophilized powder. / |
JInodunusuposanueiH  mopomok  wenToro ¢

Complies / CootBercTByeT
| 3€ACHOBATHIM OTTEHKOM IIBETA.

Identification / MogunHoCTL

Tenoxicam by HPLC / | The retention time of tenoxicam peak in the |
Tenoxcuram (BIXKX) 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
YIEPXKUBAHHA IHKa TCHOKCHKaMa HA | Complies / CootetcTyeT
XpoMarTorpaMme HCITEITYEMOTO pacTeopa
AOIDKHO COOTBETCTBOBATS BPEMEHU
YIEDKHBAHHS IHKa TEHOKCHKaMa Ha
XpOMATOrpaMMe CTaHZapTHOrO pPacTBOpa (cM.
«PoAcTBeHHbIE TpPUMECHY, ofpeneeHue
COMHUYHBIX TipuMeceif W cymMbl TpuMeceii
(254 BM)).

Tenoxicam by UV- UV absorption spectrum of the test solution
spectrophotometry / Tenoxcuxam | prepared for the Assay in the range from 230 nm
(Y- to 400 nm should have maxima at wavelengths of
crekmpodomomempuyeckuii) 257 £ 2 nm, 285 = 2 nm and 368 + 2 nm (sce
“Assay of Tenoxicam” ftest). / Y®-cnexrp
TIOINIOLIEH M HCHOBITYEMOTro pacTBopa, | Complies / CooteTcTByeT
TIPHIOTOBIEHHOTO il by KOJIHYECTBEHHOIO
onmpenienenud, B obnact or 230 uM 10 400 HM
/I0/DKEH MMETh MAaKCHMYMbI NIPH JUTHHAX BOMH
257 £ 2Hm, 285 £+ 2uM u 368 + 2um (cm.
«KosmyecTBenHoe onpeaeneHue TEHOKCHKaMay ).
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S GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

RESULTS /
| TESTS / IOKA3ATE.IN SPECIFICATIONS / HOPMbI PE3YJIbTATEI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak
Hampun memabucyrvgpum 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 yuepxupanms maka
HaTpuA MeTabHCymbduTa HA XpoMAaTOrpamMMe
HCIIBITYEMOTO pacTBOpa JOJEKHO
COOTBETCTBOBATL BDEMEHH YAEPKHBAHHS ITHKA
HaTpHs MeTabMCyNLQuTa Ha XpoMarorpamme
CTaHJapTHOTO pacTeopa (cM. «KonHuyecTeenHoe
ONpefceHne HaTpus MeTabucynemTan ).

Complies / CootsercrRyer

Dissolving time / Bpemsa
pacTBOpeHHn

Not more than 60 seconds. / He Gonee 60
CCKYHJI.

35sec /35 cex

|

-Appearance of Reconstituted

solution / Onucanne
BOCCTAHOBJIEHHOTO PACTBOpa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / lipenapar
JOMmKeH pacTBOpATECS TIONHOCTLI) c
OTCYTCTBHEM HEPaCTBOPEHHBIX 4acTHI, 6e3
BHIUMBIX MEXaHUYECKMX BKIIOYeHHH. PacTrop
JODKeH OHITh PO3PaYHbIM.

Complies / CooTsercTnyer

Solution clarity /

IIpospaunocts pacTeopa

The product solution should be clear. / Pacteop
Npenapara J0bkeH OBITh [IPO3pavHEIM.

Complies / CoorBetcTayer

Solution Color /
IseTnocts pacTBopa

The product solution should not be more |

intensively colored than the reference solution
GY). / Crenens okpackn PacTBOpA IIpenapaTa He
JONKHA 1IPEBRIITATE 3TAToH GY.

Complies / Cootsercrayer

pH 7.510 10.0./0t 7,5 50 10,0. 9.1
Particulate matter / MexaHnueckue BRIIOUEHH
Visible particles / Shouid be absent/ JlomxHp otcyTerBORaTS Absent /OteyTersyror
Buoumsie uacmuyn
Subvisible particles /
Hesudumvie wacmuys:
210 pm particles/ Not more than 6000/vial; / 49 / vial
YacTtui pasmepom > 10 MkM He Gonee 6000 ua dmakou; 49 / dnaxon
=25 um patticles/ Not more than 600/vial. / 1 /vial
Hactun pazmepoM > 25 MM He donee 600 Ha ¢naxon. 1/ pnakon
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K8 GENSENTA

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJTH3A

TESTS / MIOKA3ATEJIHA

' SPECIFICATIONS / HOPMBI |

RESULTS / PE3VJBTATHI

Related substances / Poactsennnie npumecn

' 2-aminopyridine /
2-aMHHONUPHIMH
Individual unidentified impurity /

Ejnynnunag
HENAeHTHPHIUPOBAHHAA IPHMECE

Total impurities /

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

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

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

Not detected / He o6napysxena
Not detected / He o6napyxena

Not detected / He o6napyxena

Cymma npuameceii
Uniformity of dosage units / The Acceptance value (AV) should be not AV=41 (n=10)
OanopoaHocTs R03HpoBaHAS more  than 15.0. /  Tlokazatems
npHeMiaeMocTd (AV) jgomkeH OwITh  He
Oonee 15,0,
Water /Boaa Not more than 3.0 %. / He 6oree 3,0 %. 1.7 %

Bacterial endotoxins /
BakTepuaibHbLIE SHIOTOKCHHB

Not more than 1 EU/mg of tenoxicam. /
He 6onee 1 ED/Mr TeHoKCHKaMa.

<0.128 EUlmg /
<0.128 ED/ mr

Sterility /Crepuabnocts Should be sterile. / Jomkxen 6wt Sterile / Crepriies
CTEPHIILHBIM. |
Assay / KoauuecTBeHHoe onpenenenne
Tenoxicam / Tenoxcuram 90.0% to 110.0% of C13HiN;OsS; |
(tenoxicam) of label claim. / Ot 90,0 % no 100.5 %
110,0 % Ci3H1iN304S; (reHokcukam) or =
HOMHHAJILHOTO COJIEPKAHMS.
| Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite ]
Hampun memabucyasgpum of the label claim. / Ot 85,0 % mo 110,0 % 98.0 %

HaTpHs MeTabHCYIB(hUTa 0T HOMHHAIEHOTO

CoAepKanus.
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ESGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

;_TESTS /TIOKA3ATEJIHA | SPECIFICATIONS / HOPMbI RESULTS / PE3VJIBTATHI
| Primary package Primary package

i Package / Yiakopka

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. /
IlepsryHas yriakorka

Ilo 20 Mr TeHokcHkaMa Bo dmakoH u3

OeciBeTHOro CTeKITa THIT I
YKyIOpEHHIH npobkoii u3
OpoMOyTHMITOBOH  pesmHBL,  06%aToii

ATOMUHHEBBIM KOJIIAYKOM ¢ KOHTpOJIEM
IICPBOTC  BCKPBITHA M INIACTHKORBIM

20 mg of the tenoxicam in a coloriess
glass vial type [ stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBHYHAS Y IAKOBKA

o 20 Mr TeHokcuxkama Bo (makoH u3

SecLBeTHOTO CTEKNIa THIT 1,
YKYIOpPeHHBIH npobKoi u3
OpoMOYTHIOBOH  pesmHpL,  o6karoii

AJIFOMUHHCBBIM KOMNa4YKOM C KCOHTPOIIEM |
OEPBOr0 BCKPBITHA H  TINACTHKOBBLIM

JHCKOM NoBepX ATOMHHHEBOTO | JHCKOM HOBEpPX ANFOMHHHEBOTO
- KONTauKa, KOJITavKa, i}
Shelf-life/ Cpok rogHecTn 3 years. / 3 roga.
KIT / KOMIINIEKT
___TESTS /IOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3VJIBTATBI |
Kit package / VYnakxoBka Secondary package Secondary package
KOMILTeKTa 3 vials with the medical product and 3

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. /

BTopHuHas viiakoBka

Ilo 1 dmakouwy ¢ npenapatom u 1
amIIylie ¢ pPacTBOPUTENIEM MOMEIAIOT B
KacceTy 3 NOJUBHHUIXIIOPHAA.

Ilo 3 duakona ¢ npemapatrom u 3
aMITyJIBI ¢ PACTBOPHTENEM HOMELNAIOT B
KacceTy U3 MOJIMBHHHIIXJIOPHAA.

| kaccety BMecTe ¢ wmuHCTpyKuwmeil mo
NPUMEHEHHIO  NOMEIAKOT B TIAYKy
KapTOHHYO.

ampoules with the solvent in a polyvinyl
chloride cassette. 1 cassette with the
patient information leaflet in a carton
pack. /

Bropuunas vnakobka

Ifo 3 ¢nakona ¢ nupenapatom u 3
AMIIYIBL ¢ PACTBOPHUTENEM MOMEIAIOT B
KacceTy W3 TOJMBHHHNXIOpHAa. |
KacceTy BMeCTe ¢ HMHCTpYKNMell mo
NPUMEHEHHIO T[OMEINAIOT B MAYKy
KapTOHHYIO,
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EQGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIM3A

|_Labelingl Mapxuposka | According to the ND. / B cootseTcTBHH Complies as prescribed / CooTeercTRyeT
¢ HOPMAaTHBHOH NOKYMeHTalHei. TpeOoBaHMAM
'ﬁ'tstorage / For configuration with 1 filled vial and 1 ampoule with a solvent in a cassette;

Xpanenue Komniexra In the original packaging (a vial with medical product and an ampoule with solvent

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

M yakoeku no 1 drakony ¢ npenaparoM u | ammyjie ¢ pacteopHTENeM B
Kaccere:

B oparnnansroii ynakoske (¢nakon ¢ OPenapaToM ¥ aMIlyJjia ¢ pacTBOPHTEREM B
na4ke) MpH TeMiepaType He puiue 25 °C.

For confipuration 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. /

ALis voakosku no 3 dulakoHa ¢ npemapatoM 1 3 aMITyJIBl C DACTBODUTENEM B
Kaccere:

B opurunansnoli ymaxoske (¢naxoHs! ¢ NPEnapaToM U amilyJibi ¢ PAaCTBOPHTEINEM B
navke) OpH TeMOepaType He BEINe 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok rogsocTu komniexkra | human use. /3 roga, CPOK TO/1HOCTH KOMILTEKTA ONPEENIeTes CPOKOM FOIHOCTH
TIeKapCTBEHHOTO MpenapaTa AN MEJHIHHCKOr0 TIPHMEHERHS. |

Assessment: / 3akmouenne:  The batch complies with the specifications according to ND JIC-000295-160721. /
Cepua cooTseTCTBYET TPE6OBAHUAM HOPMATHRHOTO zokymenta JIC-000295-160721.

VAT oY N
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K
RGENSENT

CERTIFICATE OF ANALYSIS/ CEPTUOHKAT AHAJIU3A

Name of Product/
Haumenonauue npenapara

Water for injections (solvent) /

Boja ana HHBEKLHiE (PACTBOPHTE/D)

Batch no./ Hemep cepun 22H4
Amount of product per batch / Pazmep 90051
cepHH

Date of Control / lata anaauza 09/2022
Manufacturing date / JaTa npoussoacTea 08/2022
Expiry date /[{aTa okoHuaHHs cPOKa 07/2027

TONHOCTH

TESTS / TOKA3ZATEJH

[ Description /Onucanue

Water for injections (solvent) / Boga nng nnbexkuuii (pacTBopHTeNb)

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJILTATHI

Clear, colourless liquid without odor. /
[Ipozpavunas GeclBeTHas KHIKOCTE Oe3
3amaxa.

Particulate matter / MexaHnuecKHe BKJIKYEHHA

Visible particles /
Budumpre wacmiuju

Sub visible particles /
Hesudumore uacmuypi

=10 pm particles /

>25 pm particles /

| YACTHLL pa3MepoM > 25 MKM

gacTHL pasMepoM = 10 mrm

Should be absent. / JloikHb OTCYTCTBOBATE.

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

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

Acidity and alkalinity /

KucnoTHocTh H HIEMTOYHOCTh

Test sample should pass the test. /
HWeneiryemsiii 06pazen DomKeH BHASPKHBATE
HCIBITAHHE.

Reducing substances /
Boceranasansaromue
BellecTBA

Carbon dioxide
¥Yruiepona anokcua

Chlorides/ Xaopuanl
Nitrates and Nitrites/
HuTpaTel H HHTPHTBI

Sulphates / CyandaThl

Test sample should pass the test. /
HenwiTyeMblii obpasell Ho/KeH BBLIEPKUBATD
HCINBITAHHE.

Complies / CooTBercrBYET

Absent / OtcyTeTRYIOT

Complies / CooTBeTcTBYET

Complies / CooTsercTByeT

| No turbidity should be observed within 1 hour.

/ He aomxHO OBITE IOMYTHCHHS B TCUESHHE
1 yaca.

Complies / CooTBeTcTBYET

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

<05 ppm a

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

No turbidity should occur within not less than
1 h. / B Teuenue ne MeHee 1 yaca He JOMKHO
HabMOJaTECS TTOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CooTBeTCTBYET
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0
RAGENSENTA

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIHA3A

TESTS / IOKA3ATEJIN
Ammonium / AMMonRii

Calcium and magnesium /
KajasIMif 1 MarHuii

Heavy metals/ Tsxennie
MEeTaNIb

SPECIFICATIONS / HOPMbBI

RESULTS / PE3Y.JBTATDHI

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

<0.6 ppm

Pure blue color should be observed (without a
violet hue). / [JTomkHo HaOMIONATECS YHCTO
CiHee okpaliHBaHue (6e3 ¢roneToBoro
OTTEHK4H).

Complies / CooTBeTcTBYET

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

Residue after evaporation /
Cyxoii ocTaTok

_Conductivity /
INeKTPONPOBOIHOCTE

<0.00001 % (<0.1 ppm)

Extractable volume /
HaBaexaemMelii obnem

Bacterial endotoxins /
BakTepHaabHbIe YHAOTOKCHHDI

Sterility / CTepuasHocTh

Not more than (.004%. / He 6onee 0,004%. 0.000 %

|
Not more than 25 uS/cm. / 9 pS/em./ I
He Gomee 25 MrCw/c, 9 MrkCwm/cM.
Not less than Jabel claim (not less than 2 ml). /] 2ml/
He MemHee HoMuHaNBHOTO (He MeHee 2 Ma1). 2 mn
Not more than 0.25 EU/mL of water for <025 EU/mL/
injections. / He Gonee 0,25 ED/Ma Boner s <0.25E2/Mn
HHBEKLMH,
Should be sterile. / JIomKHa GHITH CTEPHILHOH, Sterile / CrepuneHo.

Packaging / ¥YnakoBka

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. /
IlepBHynad \ makoBKa

Tlo 2 Mn pacTtsopuTend (BoJa N KHBEKLH) B
amnyny w3 OecuserHoro crekna, tin 1. Ha
BepxHel 4YacTM aMIyAbl HAaHeCEHa TO4YKa
paznoMa OpaHKeBOTC LBETA.

' Shelf-life / Cpoxk roaHocTH

5 years. / 5 mer.

Assessment: / 3aknoueHue:

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. /
IepBHuBas vIIakoBKa

ITo 2 Ma pacteopuTens (Boga A
HHBEKIMI} B amIyny M3
OecrpeTHoro crekia, Tun [, Ha
BepXHEH YacTH aMITyNBl HAaHeceHa

| TOUKA pasjioMa oaHEeBOro IBETA.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepusa coorBeTeTByeT TpeBoBaHMAM HopMaTHEHOTO JokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality Contryol Supervisor

TRGENSENTA
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®
RGENSENT

CERTIFICATE OF ANALYSIS/ CEPTHOPHUKAT AHAJIN3A

Name of Product/
HanmeHoBanue NpenapaTa

Batch no./ Homep cepin

Amount of product per batch / Pasmep

CepHH

Date of Control / lara anannza

Manufacturing date / {aTa nponseoncTBa

Expiry date /1aTa oKOH4AHHA CPOKA

FOOJHOCTH

Water for injections (solvent) /

Boja a1a HHbEKUUH (PacTBOPHTE/Ib)

22H5
90028

10/2022
08/2022
07/2027

Water for injections (solvent) / Boaa njst HHbeKUMii (pacTBOpHTEND)

TESTS / IOKA3ATEJIHA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHE

Description /Onucanue

Clear, colourless liquid without odor. /
[po3paunas GeclBETHAA KHIKOCTE Oe3
| 3amaxa.

Particulate matter / Mexanu4yeckHe BKII0OYEHHA

Visible particles /
Buoumsie uacmuyvl

Sub visible particles /
Hegudumuie vacmuiyot

=10 pm particles /

HacTHIl pasMepoM > 10 MKM

=25 um particles /
YACTHUI, pasMepoM = 25 MKM

Complies / CooTBeTcTBYET

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

" Acidity and alkalinity /

KneloTHOCTE B HIENOYHOCTD

Test sample should pass the test. /
HembrTyeMerit o0pazen JomkeH BEIIEPKHBAT
HCITBITAHNE.

Reducing substances /
BoceranaBauparwiine
BellecTBa

~ Carbon dioxide
Yraepona nnoxcHa

Test sample should pass the test. /
Hcneiryemstit obpasell 10MKeH BBIAEDKHBAThL
HCTIBITaHHE.

Should be absent. / [lo/mkHb! 0TCYTCTBOBATE. Absent / OTCYyTCTBYIOT
Not more than 6000 particles per ampoule; / 3
He 6onee 6000 Ha ammyny;

0

~ Complies / CooTBeTCTBYeT

Complies / CooTseTcTBYET

No turbidity should be observed within 1 hour.
/ He monmxHO OBITh IOMYTHCHHA B TEUEHHE
1 yaca.

Complies / CooTBeTCTEYET

Chlorides/ Xaopaasl

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

<0.5 ppm

Nitrates and Nitrites/
HurpaThl H HHTPHTHI

Sulphates / CyabdaTs!

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

No turbidity should occur within not less than
1 h. /B Teuenue He MeHee | yaca He JOMKHO
HabmopaThes IOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CooTBeTcTRYET




®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / MOKA3ZATEJIH

SPECIFICATIONS / HOPMBI

Ammoninm / AMMoHHif

Not more than 0.6 ppm. / He Gonee 0.6 ppm.

RESULTS / PE3YJIbTATbI
<0.6 ppm

Calcium and magnesium /
Kanbumit u Marnmii

Pure blue color should be observed (without a
violet hue). / JomkHo HabMOIATECA YHCTO
CHHee oKpalmBanme (0e3 (HOIeTOROTO
OTTEHKA).

Heavy metals/ Ta:kensie
MeTaMIbl

Residue after evaporation /
Cyxoii ocTaTor

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

‘Complies / CooTBeTcTBYET

<0.00001 % (<0.1 ppm)

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

Conductivity /
INeKTPOLIPOBO/IHOCTE

Not more than 25 pS/cm. /
He Gomnee 25 MxCwm/cm.

0.000 %

7 uS/em./
7 MECM/CM.

Extractable volume /
H3Baekaembiii 00bem

Bacterial endotoxins /
BakrepnanbHbie 3HI0TOKCHHBI

Not less than label claim (not less than 2 ml}. /
He MeHee HoMHHANBHOrO (He MeHee 2 MII).

| Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/MN BOZbI ANs
HHBEKIHI.

2ml/
2 M

<0.25EU/mL/
<0.25E3/Mn

Sterility / CrepaasHocTn

Should be steriie. / JomkHa OBITE CTEPHIBLHOI.

Sterile / CrepunsHo.

' Packaging / YnakoBka

‘ Shelf-life / Cpox roanoctn

Assessment: / 3akmoueHne:

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. /
TlepBruHad Y MakoBKa

Mo 2 mn pacreopuTend (Boda Ind HHLEKLMH) B
ammyny u3 Oecupersoro crewna, tan 1. Ha
BCpXHEH  uACTH  AamIly/ibl HAHECeHAa TOUKa
pa3noMa OPaHKeROTO 1BETA.

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. /
[TeppruuHas Y IAKOBEA

IMo 2 Mn pacTBOpHTens (Boma Mt
HHBEKUME) B aMIyny  H3
fGecupeTHoro cTekna, THOD 1. Ha
BepXHeli 4acTH aMIyibl HaHECEHA
TOYKA [143710Ma OPAHKEBOI0 LBETA.

|5 years. / 5 ner.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTBYET TpedoBaHuaM HOpMaTHBHOTO nokyMenTa JIC-000295-160721,

Ali Ethemoglu
Quality Contirol Supervisor

D GENSENTA
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