CBGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product/
HanmeHoBaHHe npenapara

Batch no./ HoMmep cepun

Amount of product per batch /
Pa3zmep cepan

Date of Control / aTa anannza

Manufacturing date / Jara
NMPOH3BOLCTBA

Expiry date /IaTa oxoH4aHHA
CPOKa TOMHOCTH

TESTS / IIOKA3ATEJHA

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPE®, nuodHIH3AT 118 NPHIOTOBJICHHA PAcTBOPa A4

HHBeKIHii, 20 Mr
22M19081A
40.566,000

12.2022
12.2022

11.2025

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJLTATHEI

' Appearance / Onucanue

Identification / [logaHHHOCTL

Yellow with greenish tint lyophilized powder. /
JInomnranpoBaHHbE TOPOIIOK KEATOro  ©
3CICHOBATEIM OTTCHKOM [BETA.

Complies / Cooreercryer

Tenoxicam by HPLC /
Tenoxcuxam (BIKX)

Tenoxicam by UV-

spectrophotometry / Tenokcurxam |

(Y-

crnexmpodomomempuieckuil)

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
YACPHHBAHKS KA TCHOKCHKAMA Ha
XPOMaTOTPaMMe HCTIBITYEMOTO pacTBopa
TOTDKHO COOTBETCTBOBATE BpeMeHH
YACPKHUBAHUA TTAKA TCHOKCHKAMZ HA
XpOMAaTOTpaMMe CTAHAAPTHOTO pPACTROpA (CM.
«PoacTeerHbIe TIPHMECHD, ompeneneHHe
€NUHUYHBIX TpUMECEH M CYMMBI  NPHMECEH
(254 um)).

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). / VY<b-cnextp
TIOTTIOMEHHA HCIIBITYEMOTO pacTeopa,
TIPHTOTOBJIEHHOTO I KONHWYECTBEHHOTO
onpeneneHun, B obmactu ot 230 am 1o 400 HM
JOIKEH HMMEeTh MAaKCHMYMbI TPH INMHAX BOIH
257 &= 2nm, 285 £ 2um u 368 = 2HM (cMm.
«KonnuectBeHHOE OnpeneneHUE TEHOKCHKAMAY ),

Complies / CoorBercTByeT

Complies / CoorsercrByeT
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KXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUO®HKAT AHAJIU3A

TESTS / IIOKA3ATEJIH

SPECIFICATIONS /f HOPMBI

" Sodium metabisulfite /
Hampun memabucyrohum

Dissolving time / Bpemsi
pacTBOpeHHsl

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 proceceded in the “Assay of Sodium
metabisulfite” test. / BpeMs ynepkuBaHWA nuxa
HaTpHsd MeTabucyNB(UTa Ha XpPOMATOTPaMME
UCIIBITYEMOT( PacTBOpa JOTKHO
COOTBETCTBOBATL BPEMEHH YIEpPKHUBAHUA THKA
HaTpua MerabHcynpdHTa Ha XpoMaTtorpaMme
CTaHAApPTHOTO pacrBopa (cM. «KOJIHYECTRCHHOE
ONpeNeeHne HaTpuA MeTabHucynbduTay ).

RESULTS/
PE3VJBTATHI

Complies / CooTBeTCTBYET

Not more than 60 seconds. / He Gomee 60
CEeKYHII.

Appearance of Reconstituted
solution / OnucaHue
BOCCTAHOBJAECHHOI0 pacTBOpPa

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / [Ipenapar
JIOIIKEH PACTBOPATHCH MOITHOCTBED c
OTCYTCTBMEM HEPACTBOPEHHBIX —YACTHL, Ge3 |
BUIMMBIX MeXdaHMYeckuX BkIwodeHuil. Pactsop
JOIDKEH OBITH MIPO3PavHbIM.

' Solution clarity /
Mpo3pauHocTs pacTBopa

Solution Color /
HeeTHocTh pacTBopa

pH

Particulate matter / Mexannueckue

Visible particles /
Buoumuie wacmuyul

Subvisible particles /
Hesudumvie yacmuywl

>10 pm particles/

Yacthil pasmepom > 10 MKM

>25 pum particles/
Yactur, pazMepoM = 25 MKM

The product solution should be clear. / PacTrop
npenapara JoixeH OBITh NPO3PaiHbIM.

The product solution should not be more
intensively colored than the reference solution
GY,./ CTemeHp OKpacKH pacTROpa Tiperiapara He
DONKHA npeBbunarh yranod GY.

28 sec/ 28 cex

Complies / CooTBeTcTBYET

Complies / CooTBercrBYET

Complies / Coorgercrryer

7.51010.0./ Ot 7,5 mo 10,0. 9.2
BKJ/II0YEeHHA

Should be absent/ J{omkHEI OTCYTCTBOBATE | Absent /OTCYTCTByIOT
Not more than 6000/vial; / 21/ vial

He fonee 6000 na dmaxom; 21 / dpnaxon

Not more than 600/vial. / 0/ vial

He Gonee 600 ua pnaxon. 0/ pmaxon

2/5



(O

SZGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Related substances / PoncTBeHHBIE NpHMecH

‘ 2-aminopyridine /-
2-aMHHOTINPHIHH
Individual unidentified impurity /

Enunuunas
HEeHAeHTH(MIIHPOBaHHAS TIPHMECH

Total impurities /
Cymma mpumeceii

. TESTS/DOKA3ATEJH |

SPECIFICATIONS /f HOPMBI

RESULTS / PE3VJLTATHI

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

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

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

; Uniformity of dosage units /
| OnnopoaHocTh M03MPOBaAHKS

Water /Boaa

Bacterial endotoxins /
BakTepHaNLHLIE JHI0TOKCHHBI

I Sterility /CrepnasnocTs

Assay / KonmmuecTBennoe onpeaeien

Tenoxicam / Tenoxkcuram

‘ Sodium metabisulfite /
Hampusa mematducyangpum

The Acceptance value (AV) should be not |

more  than  15.0. /  llokaszaTens
npHemieMocTH (AV) JomkeH ObITH He
Bomee 15,0.

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

Below LOQ (LOQ = 0,05 %) /

Hrxe npenacna KONMH4YECTBEHHOTO

onpenenenns ([IKO = 0,05%)

Below LOQ (LOQ = 0,05 %) /

Huxe npeacna KOJIHYECTBEHHOTO

onpegencuua (I1IKO = 0,05%)

Below LOQ (LOQ = 0,05 %) /

Huxe npeneina KOJIHYSCTBEHHOrO

onpeaenenna (IMKO = 0,05%)

AV=1.1 (n=10)

1.2%

—

Not mote than I EU/mg of tenoxicam. /
He Gonee | E3/Mr TeHOKCHKAMA.

<0.128 EU/mg /
<(0.128 EQ/ Mr

Should be sterile. / J[omxen 65T
CTEPWIBHBIM.

He

90.0% to 110.0% of CuHiuN:OsS: |

(tenoxicam) of label claim. / Ot 90,0 % mo
110,0 % C13HyN3O4S2 (reHokcHKaM) oT
HOMHMHANBHOTO CONEPIKAHIS.

of the label claim. / Ot 85,0 % no 110,0 %
HATPHA MeTabHCYNbUTA 0T HOMHHAIEHOTO
comepKanus,

85.0% to 110.0% of Sodium metabisulfite |

Sterile / Crepunen

98.9 %

99.5%
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SBGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

| TESTS/NOKA3ATEJH
Package / Ynakoska

JAHCKOM MoBEPX ANTHOMHHHEBOIQ | ZHCKOM OBCPX ATIOMHHHCBOTO
_KOJIIIadKa. KOJImmavuka.
| Shelf-life/ Cpox roanocts 3 years./ 3 roza.
KIT / KOMILIEKT
| TESTS / TOKA3ATEJIN SPECIFICATIONS / HOPMEI RESULTS /PE3YJBTATEL |

| SPECIFICATIONS / HOPMbI |
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. /
IMepBrynas voakoBka

ITo 20 Mr teHokcuxkama BO (QuiakoH M3

feclBerHoro cTekna THI I,
YKYIOpeHHBIH npodKoi H3
OpoMOYTHNOBOH  peswHbl,  ofkatod

ANMHMHHHUCBEIM KONITAYKOM ¢ KOHTPOJIEM
IEPBOr0  BCKPBITHA H  IINACTHKOBBEIM

RESULTS / PE3YJIBTATHI

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. /
Ileprrunas ymakonka

Ilo 20 Mr TeHokcHKaMa BO (MIAKOH M3

GecLBETHOrO CTEKNa THN I,
YKYIOPEHHbI#H podKoit w3
OpoMOyTHIOBOH  pe3swHBI,  00XaTOi

ATIOMHHHACBLIM KOMAYKOM ¢ KOHTPOJIEM
NEPBOrQ BCKPBITHA W [UIACTHKOBBIM

| Kit package / VYnaxoska
KOMILTEKTa

Secondary package

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. /

BTopuunas yniakoska

Tlo 1 ¢uakony ¢ npemapatoMm u |
aAMIyJIE ¢ PACTBOPHTENEM TIOMELIAOT B
KacCeTy H3 MONMBHHUIXIIOPHAA.

Ilo 3 dmakoHa ¢ mnpenapatoM u 3
aMIIyJibl ¢ PACTBOPHTENEM TIOMENIAIOT B
KAcCeTy W3 MONHBHHHIXIIOPHIA.

1 KacceTy BMecTe ¢ MHCTPYKIMEH no
OPHMEHEHAN) TOMEINAIOT B Madky
KapTOHHYIO.

Secondary package
3 vials with the medical product and 3

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

Broputnad ynakopka

Ilo 3 d¢uaxkona c¢ npemapatoM u 3
@MIIYJILL ¢ PaCTBOPHTENIEM MOMEIIAIOT B
Kaccery M3 {IOIHMBHHHIXIOpuAa. 1
Kaccery BMeCTé ¢ HHCTPYKUMell mo
NPHMEHEHHI) TOMCLEAIOT B NA4Ky

KapTOHHY1IO.
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KXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIN3A

| Labeling/ MapkupoBKa

Kit storage /
XpaHeHHE KOMILIEKTA

Kit shelf life /
CpoK roaHocTH KOMIJIEKTA

According to the ND. / B coOTBETCTRAM | Complies as prescribed / CoorercTryer
C HOPMATHBHOM JOKYMEHTAIHEH. TpeboBaHMAM

For configuration with | filled vial and 1 ampoule with a solvent in a cassette:

In the original packaging (a vial with medical product and an ampouie with solvent
in the carton), at temperature below 25 °C. /

Jina ynakoBku 1o 1 durakoHy ¢ nipenapaToM ¥ | ammyne ¢ PacTBOPHUTCICM B
KacceTe:

B opurananenoli ynakoske (§1akoH ¢ IpenaparoM M aMITysa ¢ pACTEOPHTENEM B
[IayKe) [IpH TeMneparype He Boie 25 °C.

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. /

Jlns vriakoBKy 1o 3 qUIakoHa ¢ IpenanaTtoM H 3 amiyJsl ¢ PACTBONHTEIEM B
Kaccere:

B opurananbroii ynakoske ((hrakoHs ¢ IpenapaTtoM H aMITyJNIbl C PaCTBOPHTEINIEM B
TAYKe) [IPY TeMIepaType He Bhiue 25 °C.

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok roqHOCTH KOMIIIEKTA OHPEIeNseTes CPOKOM TOIHOCTH

JICKAPCTBCHHOIO MIpernapara o4 MeIHIIMHCKOro NpHMEHEHMA,

Assessment: / 3axiuouenne:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepua coOTBETCTBYET TpeOOBaHUAM HOPMATHBHOIO NokyMedTa JIC-000295-160721.

L]
Sy le
llag Sana i

2OGENSE
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2ol
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Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHA/TU3A

Name of Preduct/
HamMeHoBanne npenapara

Water for injections (solvent) /

Boaa g1 HHbeKUHH (PAaCTBOPHUTEJIE)

Batch no./ Homep cepum 2215
Amount of product per batch / Pasmep © 90873
cepun
Date of Control / lara ananu3za 12/2022
Manufacturing date / /laTa npon3ssojcTea 09/2022
Expiry date /JaTa oxoHuYaHHA cpoKa 08/2027
TOJIHOCTH
Water for injections (solvent) / Bopa ana mHbexkumii (pacTBOpHTEAB)

TESTS / IIOKA3ZATEJIN - SPECIFICATIONS / HOPMbI | RESULTS /PE3YJIBTATBHI

Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET

ITpo3pauHas GecupeTHas KHAKOCTL O3

Jamaxa.

Particulate matter / MexaHH4YecKHe BKJIWYeHHA

Visible particles / Should be absent. / JJomkHE! OTCYTCTBOBATE. Absent / OTCYTCTBYIOT
Budumusie vacmuyer
Sub visible particles / -
Hesuoumble vacmuynt

Not more than 6000 particles per ampoule; / 33

=10 pm particles /
YaCTHI] pasMepoM = 100 MrM

>25 pm particles /
YACTHLI pasMepoM > 25 MKM

Acidity and alkalinity /
KuenoTHOCTE H HIET0UHOCTE

He Gonee 6000 na amnyny;

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

| Test sample should pass the test. /
Hcenprryemptit obpaserr 10mkeH BEIACPKUBATE

HCNBITAHHAC.

Complies / CooTBeTcTBYET

Reducing substances /
BoccTasaBanealomye
BELIECTBA

Test sample should pass the test. /

Hemeityemslii o6pasen nomKeH BELIEPKUBATE

HCIIbITAHHE.

Complies / CooTBETCTBYET

| Carbon dioxide
Yraepoga nHokcH[

No turbidity should be observed within 1 hour.
/ He nomxHO ObITh NIOMYTHEHHUSA B TEUSHHE

Complies / CooTBeTCTBYET

1 1aca.
Chlorides/ Xaopnaw Not more than 0.5 ppm. / He Bonee 0,5 ppm. <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

HuTparThl H HHTPHTHI

Sulphates / CyasdaTsl

He 6onee 0,00002 % (0,2 ppm).

No tTeridity should occur within not less than
1 h. / B Teyenne He MeHee 1 4aca He TOJDKHO

Ha0JIOATECS TIOMYTHCHHC,

Complies / CooTeeTcTBYET
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R ENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIN3A

TESTS / IOKA3ATEJIHA

i SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbBTATBI

| Ammonium / AMMoHHIT

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

<0.6 ppm

Calcium and magnesium /
Kanbumii 1 maramii

Heavy metals/ Tsxenanie
MeTAIb

Pure blue color should be observed (without a
violet hue). / JomkHO HaOMOMATHCH YHCTO
cHHee okpalumBanne (6e3 dHoneToBOTO
OTTEHKA),

Complies / CooTBeTCTBYCT

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

<0.00001 % (<0.1 ppm)

HHBEKLHHA.

Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. 0.000 %
Cyxoii ocTaToK

E‘?nductivityl Not more than 25 pS/cm. / 6 puS/em./

D NeKTPONPOBOXHOCTE He donee 25 mxCwm/cm. 6 MrxCm/cm.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
HapaexaemMblii o0beM He MeHee HOMMHATEHOTO (HE MEHee 2 M), 2 M
Bacterial endotexins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
BakTepuanbHble 3HIOTOKCAHBE | injections. / He Gonee 0,25 E2/Mn BoawI mis <0.25E3/Mn

Sterility / CTepniasHOCTE

' Packaging / YnakoBka

" Shelf-life / Cpok roasocTH

Should be sterile. / JToimknaa ObITE CTEpHIIBHOI.

Sterile / Ctepuismno.

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. /
[Teprynas vnaxkoBka

Mo 2 Mn pacTBopuTens (Bofa I UHBEKLMA) B
aMmyny n3 OecuperHoroe crekna, tam I Ha
BepxXHCH dwacTH aMMynel HAHCCCHaZ TOUKa
pasnomMa OpaH:KeBoro LBeTa.

I's years. / 5 ner.

Assessment: / 3aknroueHue:

Primary 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, /
TlepBHyHAA Y IAKOBKA

Ilo 2 mn pactBOpuTEna (Bojga mnd
WMHBEKITHH) B aMITYJTy H3
OecuserHoro ctekna, THOD [ Ha
BepxHell uHacTH aMmyNel HaHeceHa

TOYKa pa3jioMa OpPamKeBOro LBET4A.

The batch complies with the specifications according to ND JIC-000295-160721. /
CepHs cOOTBETCTBYET TpeDOBaHHAM HOPMATHRHOTO AokyMeHTa JIC-000295-160721.

Ali Ethemoglu

Quality Controel Supervisor
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R GENSENTH

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HaunmenoBanue npenapata Boaa a1a HHBEKOHI (DacTBOPHTEJIB)
Batch no./ Homep cepun 2216
Amount of product per batch / Pazmep 91001
CepHH
Date of Control / {aTa ananuza 12/2022
Manufacturing date / lata nponseoacTea  :  09/2022
Expiry date /IaTa okoHUAHHS cpOKa . 08/2027
TOJHOCTH
Water for injections (solvent) / Bona aas unnerknuii (pacTBopHTe L)
TESTS / IOKA3ZATEJIHA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI

Description /Onncanne

Clear, colourless tiquid without odor. /
Tpozpavnas GeclBeTHAA KHAKOCTE He3
3amaxa.

Particulate matter / MexaHHY¢CKHAe BKIIOUCHHT

Visible particles /
Budumusre vacmuyp

| Should be absent. / JOJDKHEI OTCYTCTBOBATE.

Complies / CooTBeTCTBYET

Absent / OtcyTeTRYIOT

Sub visible particles /
Hesudumeie wacmuyt

>10 pum particles /

YacTHL pasMepoM = 10 MM

=25 pm particles /
YACTHI] PA3MEPOM > 25 MkM

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

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

10

Acidity and alkalinity /
KuMc0THOCTE H UIEJT09HOCTD

Test sample should pass the test. /
HcnoiTyeMblii o6pasel] JOTXKEeH BEIEPHUBATE
HCIIBITAHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccTanaBiansawinne
BeliecTBA

Test sample should pass the test. /
HeneityeMsiit ofpazeil Zo/mKkeH BHIAEPKHBATE
HCTIBITAHKE,

| Carbon dioxide
Yraepoaa auorcena

| Chlorides/ Xnopuani

/ He momxHO OBITE HOMYTHEHHA B TCUCHHE
1 yaca.

| Not more than 0.5 ppm. / He Gonee 0,5 ppm.

Nitrates and Nitrites/

HwuTpaTnl H HHTPHTEI

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

No turbidity should be observed within 1 hour.

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET

<0.5 pI)m
<0.00002% (<0.2 ppm)

| Sulphates / Cyabgatnbt

No turbidity should occur within not less than
1 h. / B Teuenue He MeHee | Haca He J0IKHO
Ha0MOAAaTECA TIOMyTHEHHE.

Complies / CooTBeTCTBYET
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(R GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIN3A

| TESTS /HOKA3ATE.JIH

[ SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHI

. Ammonium / AMMoHH#}

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

<(0.6 ppm

Calcium and magnesium /
Kaasnnii v marawii

Pure blue color should be observed (without a
violet hue). / JloyokHO BaGMIOAATECA YHCTO
cuiee okpalyBanne (be3 hHomeToBOrO
OTTEHKA).

Complies / CooreeTcTBYET

L Heavy metals/ Tw:keante
MeTA/LIbE

Not more than 0.00001 % (0.1 ppm). /
He 6oee 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 ocTaTOoK
Conductivity / Not more than 25 pS/cm, / 6 uS/em./ 1
INEKTPONPOBOTHOCTD He Gonee 25 mxCm/cm. 6 MrCwm/cMm,
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
HsBaexaeMerii 00Lem He Menee noMunanbHoro (He Meree 2 Mi). 2 M
Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <025 EU/mL/
bakTepuanbubIe IHAOTOKCHABI | injections. / He 6onee 0,25 ED/mi Boaw: s <025ED/ mn
' HHBbEKNUIL,
Sterility / Crepunsnocts Should be sterile. / HomxHa ObITh CTEPHIBHOI, Sterile / Crepunnao.

_Packaging / ¥maxoBka

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. /
Tlepeuynas ynakoBka

o 2 Mn pacTeopHTens (Boza A9 HHBEKIHIL) B
amnymy w3 OecupeTHoro crekna, Tun 1. Ha
BepXHEH HacTM aMOyiel HAHECEHA TOUKA
Pa3noMa OpPamKeBorQ [BETA.

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. /
IenBuyHas viakoBKa

ITo 2 M pactBopuTena (Boja s
HHBEKLHH) B amilylly  u3
fecuBetHoro crexna, tam [, Ha
BepXHeH YacTH aMnynbl HaHECeHa

| TOYKa as10oMa OpaHKeBOrO 1IBeTa.

 Shelf-life / Cpok rozgHocTH

5 years. / 5 ner.

Assessment: / 3axnmrouenne:

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBETCTBYET TPEGOBAHHAM HOPMATHBHOTO NOKyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor
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