Q
Q8 GENSENTA

CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIU3A

Name of Product/
HaumeHoBaHMe nIpenapaTa

Batch no./ Homep cepun

Amount of product per batch /
Pa3smep cepun

Date of Control / Jara anannsa

Manufacturing date / laTa
Npou3IBOACTBA

Expiry date /laTa oxonuannsn
CpOKa TOIHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEI®, nnoduanzaT 1,8 NPpMIOTORJIEHHA pacTBopa 5

HHBbeKnni, 20 Mr
22M18911A

41.100,000

12.2022
12.2022

11.2025

TESTS / TIOKA3ATEJH

SPECIFICATIONS / HOPMbI

Appearance / Onucanme

Yellow with greenish tint lyophilized powder. / |

JIMoUITHIMPOBAHHEIH MOPOIIOK JKENTOIo ©
3€M€HOBATHIM OTTEHKOM LIBETZ.

Identification / IlonHHHOCTH

Tenoxicam by HPLC /
Tenoxcurxam (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 (sce “Related
substances”, determination of single impurities
and total impuritics (254 nm)). / Bpems
yIepIKHBaHHA OHKA  TCHOKCHKAMA Ha
XPOMATOTpaMMe HCIIBITYEMOTO pacTBopa
AOIKHO COOTBETCTBOBATh BPEMEHH
yIepIKHBaHHA [HKA  TCHOKCHKAMA Ha
XPOMATOrpaMMe CTAaHOAapTHOTO pacTeopa (CM.
«PojicTBEHHEBIE MPHMECHY, oTIpezeeHne
EAHHUYHBIX OpUMEceH W CyMmel ripuMecedt
(254 HM]).

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(YO-
cnexmpodhomoamempudeckii)

UV absorption spectrum of the test solution |

prepared for the Assay in the range from 230 nm
1o 400 nm should have maxima at wavelengths of
257 £ 2 nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). / Yd-cnekrp
HOMIOWIEHAA HCIEITYEMOTO pacTeopa,
HPHTOTOBICHHOIO ans KOITMYECTBCHHOTO
onpenenenus, B obmactu ot 230 um o 400 HM
JOJDKCH MMETh MAKCHMYMB! TIPH HNHHAX BOIH
257 £ 2umM, 285 & 2uM H 368 £ 2 M (cm,
«KonmuuecTeenHOE ONpeeneHNe TEHOKCHKAMay ).

RESULTS /
PE3VJBTATHI

Complies / CooTReTCTBYST

Complies / CooTReTcTBYET

Complies / CooTBeTCTRYET
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e
KXGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTU®GHUKAT AHAJIU3A

TESTS / MOKA3ATEIH SPECIFICATIONS / HOPMbI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampua memabucyashum

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. / Bpemst yicpxHBaHHA ITHKa
HaTpHA MeTabHCYIR(HTa HAa XpoOMAaTOrpaMMe
HCTIBITYEMOTO pacrsopa TOMXHO
COOTBETCTBOBATh BPEMCHM YAC[UKMBAHUA [HKA
HaTpusa MeTabHCYIB(HTA Ha XpoMaTorpaMMe
craHaapraoro pacteopa (cM. «KommecteenHoe
oTipefieneHye HATPH MeTaOuCyne(huTay ),

Dissolving time / Bpems
PACTBOpEHAN

' Appearance of Reconstituted
solution / Onmcanne
BOCCTAHOBJIEHHOTO pacTeopa

Solution clarity /
Mpo3payxocTsL pacTBopa

Solutioen Coler /
[BersocTs pacTBOpa

;Not more than 60 seconds. / He 0Oonee 60

CEeKYHI.

RESULTS /
~ PE3VJIBTATHI

Complies / CooTBeTCTBYET

26 sec/ 26 cex

“The product_should dissolve completely without

of undissolved particles and visible particulate
matter. The solution should be clear. / [Tpemapar
OOMKEH PacTBOPATECH TIONTHOCTRED c
OTCYTCTBHEM HEPACTBOPEHHBIX wacTHi, ©e3
BHIHMBIX MEXaHHYECKHX BKMIodYeHHH. Pacrsop
HOOMKeH OBITH PO PAHBIM.

Complies / CooTBeTCIBYET

The product solution should be clear. / Pactop

TIpernapara JoJKEH OBITH [IPO3patHbIM,

The product solution should not be more

intensively colored than the reference solution
GY. / CrereHs okpacki pacTBoOpa TIpEnapara He
JO0JDKHA MPeBhILaTh 371a1on GY1.

pH

Complies / CooTBeTCTRYET

Complies / CooTBeTcTBYET

Visible particles /
Buoumuie uacmuyer

Subvisible particles /
Hesudumure wacmuybi

>10 um particles/

>25 um particles/

7.5t0 10.0. /Ot 7,5 no 10,0. 9.1
Particulate matter / MexaHa4ecKHe BKJIIOYCHHS
Should be absent/ [onKHEI OTCYTCTBOBATE Absent /OTCyTCTBYIOT
Not more than 6000/vial; / 69 / vial
YacTHl pazmepoM > 10 MM He 6onee 6000 na duakos; 69 / pmaxon
Not more than 600/vial. / 1/ vial
He tonee 600 na dmaxomn. 1 / gmakon

YacTuul pazMepoM = 25 MKM
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QS GENSENTA

CERTIFICATE OF ANALYSIS/ CEPTH®HUKAT AHAJIN3A

! TESTS / IIOKA3ATEJH

| SPECIFICATIONS / HOPMbI

Related substances / PojicTBeHHbIE NPHMecH

2-aminopyridine /
2-aMHHOTIMPHIIHH

Individual unidentified impurity /
Enunnunan
HEeHIEeHTHOHUIIHPOBAHHAA IPHIMECh

Total impurities /
Cymma mpuMecei

'_Unift;mity of dosage units /
OanHopoAHOCTH A03HPOBAHUA

Water /Bona

Bacterial endotoxins /
BaxrepHaibHBle 3HI0TOKCHHEI

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

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

Not more than 1.0 %. / He Gonee 1.0 %.

| RESULTS/PE3YJBTATH

'| “Below LOQ (LOQ=0,05%)/ |
Himxe mpenena KOMHYEeCTBCHHOT O
onpepenenns ([TKO = 0,05%)

Below LOQ (LOQ = 0,05 %) /
Huke nipefena KONHIECTBEHHOTO
onpegenenust (ITKO = 0,05%)

Below LOQ (LOQ = 0,05 %) /
Huzxe npeniena KOMUYECTBEHHOTQ
onpeaenenns ([IKO = 0,05%)

The Acceptance value (AV) should be not
more than 150. /  [lloxasarens
npHeMneMoctH (AV) nomxeH OBITE He
Bonee 15,0.

AV=2.2 (n=10)

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

0.7%

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

Sterility /CrepulibHOCTB

Assay / KosinuecTBelnoe onpejeaente

Tenoxicam / Tenokcuxam

<0.128 EU/mg /
<0.128 ED/ Mr

Should be sterile. / MHomxen OBITBE Sterile / Crepunen
CTCPUITEHBIM.
[900% to 110.0% of Ci;H;N304S;

| (tenoxicam} of labet claim. / Ot 90,0 % no
110,0 % Ci3H1N304S2 (TeHOKcHKaM) oT
HOMHHAIEHOTO COJCPIKAHMA.

99.5 %

Sodium metabisulfite /
Hampua memaducyiogium

85.0% to 110.0% of Sodium metabisulfite
of the label claim. / Ot 85,0 % 10 110,0 %
HATpUA MeTaOHCYThpHTa 0T HOMUHAIBHOTO
COTePKaHNA.

100.9%
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QHGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUHOHKAT AHAJIM3A

| TESTS / TIOKA3ATEJH

Package / Ynakoska

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJbLTATHI

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. /
Mepeyymasg v IaKoBKa

Mo 20 Mr TeHokcHKaMa BO (MIakoH H3

fecuBeTHOTO CTeKIIa THIT I,
YKYHOPEHHEIH mpobkoii n:
OpoMOyTHIOBOH  pesunbl,  ofxaroi

ATHMHHHACBEIM KOITIAYKOM ¢ KOHTPOJNEM
NEPBOTC BCKPBITHA H [HIACTHKOBBIM

Primary package
20 mg of the tenoxicam in a colorless

glass vial type | stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
Ilepsuunas v naKkoBKa

TTo 20 Mr TeHOKCHKaMa BO (UI4KOH W3

GecuBeTHOTO cTeKIa THII L
YKYIOPESHHBIH npodKoit U3
OpomMOyTIIOBOH  pesHHRI,  o0Mkaroii

AAFOMHHMEBBIM KOMIIAYKOM ¢ KOHTPOJIEM
NEPBOryg BCKPRITHA W IUIACTHKOBEIM

HUCKOM HOBEPX AIOMHUHMEBOTO | JIUCKOM TIOBEPX ATFOMEHHEBOTO
KOJINAYKA. KOJIaqKa. 1
Shelf-life/ Cpox reaHocTH | 3 vears. / 3 rona.
KIT / KOMILJIEKT
TESTS / HOKA3ATEJIHA SPECIFICATIONS / HOPMbBI ~ RESULTS / PE3Y.JIbTATbHI

Kit package / ¥YnakoBka
KOMILJIEKTa

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.

| cassette with the patient information
leaflet in a carton pack. /

Broprunas yIakoBka

Mo | ¢maxony ¢ npenapatoM u |1
aMmITyse ¢ pacTBOPHTENEM NOMEILAOT B
KACCETy U3 NOMHBAHMIXIIOPUAA.

[Io 3 dnakoHa ¢ npenmapatoM u 3
aMITyITBI C PacTBOPHTENEM MOMELIANT B
KacceTy M3 NORMBHHUIIXJIOPHIA.

| xacceTy BMecTe C HWHCTPYKIHEH IO
IIPHMEHEHHI) TOMEIAIoT B IaykKy

KapTOHHYIO.

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 ynakosxa

[lo 3 dmaxona c¢ TmipemapatoM u 3
aMITYJIBL ¢ PACTBOPUTCIIEM HOMEIHAT B
KacceTy UW3 OOMMBHHWIEXIOpHna. 1
KacceTy BMecTe ¢ MHCTPyKIueH mo
IPUMEHEHHI0  TIOMELIAT B HAYKY

KapTOHHAYIO.
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Q8
KX GENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUO®HKAT AHAJIM3A

| Labeling/ Mapxuposka According to the ND. / B cooterctBur | Complies as prescribed / CoorsetcTByeT
C HOPMATHBHOH JOKYMeHTALIHEN. TpefoBaHHAM
' Kit storage / For confizuration with 1 filled vial and 1 ampoule with as_glver_lt in a cassette:
Xpanenne Komiiera In the original packaging (a vial with medical product and an ampoule with solvent

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

a4 yrmakosku no | $nakoHy ¢ npenaparoM 1 1 aMuysi¢ ¢ pacTROpUTEIEM B
Kaccere:

B opurHHanbHO#H ynakopke (¢akoH ¢ IpernapaToM W aMITyla ¢ PACTBOPHTENEM B
DavKe) npu TeMneparype he semie 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. /

EJ!SI YIAKOBKH 1O 3 QH&KOHE! C npenaparom ¥ 3 aMOyJsl ¢ PACTROPUTENEM B

KacceTe:

B opHruHanbHOH ynakoBke (IakoHs! ¢ IPeNapaToM B aMilyJibl ¢ pacTBOPUTENEM B
| MAYKE) IPU TeMTepaType He Beie 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok roarocTn KomMniaexkta | human use. / 3 roga. Cpok rofHOCTH KOMIUIEKTA OTIpeReseTcs CPOKOM IoIHOCTH
JIEKAPCTBEHHOTO TIPETIapaTa I MEIHIHHCKOTO NPHMeHEHH.

Assessment: / 3axmouenue: The batch complies with the specifications according to NI JIC-000295-160721. /
Cepust COOTBETCTBY ST TpeOOBaHUAM HOPMATHBHOTO AoKyMeHTa JIC-000295-160721.
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®
GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIN3A

Name of Product/
HauMeHOBaHHE NpenapaTa

Water for injections (solvent) /

Boaa ajis HHbEKUHH (PacTBOPHTEIb)

RESULTS / PESVJIBTATBHL |

Complies / CootsercTByer

Batch no./ Homep cepun 2212
Amount of product per batch / Pazmep : 91263
cepHH
Date of Control / Jata anannsa 11/2022
Manufacturing date / [lata npoussogerea @ 09/2022
Expiry date /{aTa okoRYaHUA CpoKa . 08/2027
rOXHOCTH
Water for injections (solvent) / Boga q11a uHLeKIHi (pacTBOPHTEB)
TESTS / TOKA3ATEJIA | SPECIFICATIONS / HOPMBI '
| Description /Onucanue Clear, colourless liquid without odor. /

Tpoapaunas GecuseTnas xuixocTh 6e3
3amaxa.

Particulate matter / MexanndecKHe BIIKYECHHENA

Visible particles /
Budunmwre yacmuyot

Sub visible particles /
Hesuowmpie uacmuyet

>10 pm particles /
qacTHIl pazMepoM = 10 MM

>25 um particles /
YACTHIL PasMeEPoM = 25 MKM

| Should be absent. / JIo/NKHB OTCYTCTBOBATE.

Absent / OTCYTCTBYIOT

Not more than 6000 particles per ampoule; /
He 6onee 6000 Aa aMmyny;

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

35

Acidity and alkalinity /
KucaoTHOCTE H IIET0MHOCTD

Test sample should pass the test. /
Hcenpityembtit o0pasell A0/KEH BBIIEPKHBATS
HCTIBITAHHE.

Complies / CooTBeTCTBYET

Reducing substances /
BoccTanapauBalomue
BellleCTBA

Test sample should pass the test. /
HcnpiTyemelii obpaseil 40iKeH BhIICPHBATh
HCIIBITAHHE.

Carbon dioxide
¥raepoaa JHOKCHI,

Chlorides/ Xnopugs!

/ He momxHo ObITE MOMYTHEHHS B TEYEHHE
1 gaca.

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

Nitrates and Nitrites/

HPlTpa Thl H HHTPHTEI

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

No turbidity should be observed within 1 hour.

Complies / CooTrercrByeT

Complies / EOETBCTETB_yeT

<0.5_ppm
<0.00002% (<0.2 ppm)

' Sulphates / C_y.nbcpa'rbl

No turbadity should occur within not less than
1 h. / B TeueHue He MeHee 1 uaca HE JIOMKHO
HaOIIOAaTECS TOMY THEHUE.

Complies / CooTBeTCTRYET
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3 GENSENT

CERTIFICATE OF ANALYSIS / CEPTH(DI/IKAT AHAJIM3A

TESTS / TOKA3ATEJHA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJALTATHI |

Ammoniam / AMMOHHI

Calcium and magnesium /
Kaawumnii m Marumii

Heavy metals/ Taxennie
METAJLIbI

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

<0.6 ppm |

Pure blue color should be observed (without a
violet hue). / JlomxHO HaOmomaTsca THCTO
cHHee okpaiBaHue (6e3 HoneToBoro
OTTEHKA).

Complies / CooTBeTCTBYET

Not more than 0.00001 % (0.1 ppm). /
He Gomee 0,60001 % (0,1 ppm).

Residue after eiraporation /
Cyxoii ocTaTok

Conductivity /
S/1eKTPONPOBOTHOCTE

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

<0.00001 % (<0.1 ppm)

0.000 %

Not more than 25 puS/cm. /
He 6onee 25 MkCMm/cm.

Extractable volume /
H3BiaexaemMblii 06neM

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

8 uS/em./
8 MrCm/cM.

2ml/
2 M

Bacterial endotoxins /
BakTepHa/ILHBIE YHAOTOKCHHEBI

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 E3/Mn goser ans
HHBEKIHiA,

Sterility / CTeprabHOCTE

Should be sterile. / JloaxHa OBITh CTEPHUNBHO.

<0.25 EU/mL/
<0.25ED/mn

Sterile / CtepansHo.

Packaging / ¥YnakoBka

| SheH-life / Cpok roaHocTH

Assessment: / 3aKkimroueHHe:

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. /
[lepBH9HAA vIaKOBKa

[To 2 Mu pacteopuTeIs (BOAA JINA HHEEKLHI) B
amnyny us OccupeTHoro crekna, tn I Ha
BRepxHell YacTH aMmysibl HaHeceHa TOYKa
pazoMa OpaHXEeBOro LUBETA.

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. /
[MepBAYHAS v IAKOBKA

INo 2 mn pacteoputens (Boja 1A
HHEEKUMA) B aMmymy U3
OecusetHoro crekna, Tin 1. Ha
BepXHed yYacTH ammynel HaHeceHa
TOYKA Pa3ioMa OpaH:KEeBOro 1[BeTa.

s years. / 5 ser.

The batch complies with the specifications according to ND JIC-000295-160721. /
CepHsi COOTBETCTEYET TPeOOBaHHAM HOPMATHBHOTO AokymenTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor
o b boly of
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(R GENGENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIN3A

Particulate matter / MexanH“ecKHe BKJIIOYEeHHS

Visible particles /
Budumsre nacmuyor

Name of Product/ Water for injections (solvent) /
HanmernoBaHHe OpenapaTa Boaa aAna HHBEKIHH (PaCTBOPHUTENE)
Batch no./ Homep cepun 2213
Amount of product per batch / Pasmep ;91228
cepHH
Date of Control / JaTa aHaauza 12/2022
Manufacturing date / lata nponssogetsa @ 09/2022
Expiry date /[Jarta 0KOHUYAHHA CPOKA . 08/2027
TOJHOCTH
Water for injections (solvent) / Boga aast HHBbeKUHii (pacTBOpHTeaL)
TESTS / NOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJbTATHI
Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
[pozpaunas HeciiBeTHas HHIKOCTE 6e3
3anaxa.

Should be absent. / Jlom&HEl OTCYTCTBOBATE. Absent / OTCcyTCTBYIOT

Sub visible particles /
Hesuoumuvie wacmuypi

>10 um particles /

uacTHI[ pasMepom > 10 MkM | He 6oxee 6000 na amnyy;

Not more than 6000 particles per ampoule; / 9

>25 um particles / Not more than 600 particles per ampoule. / 0
JacTHI[ pasMepoM = 25 mxm | He Gonee 600 na ammyy.
Acidity and alkakinity / Test sample should pass the test. / Complies / CooTBeTCTBYET
KueaoTHOCTD H DIe10YHOCTE Hcenwtyemslii odpasel A0mkeH BHIep/KHBATH
HCTIEITaHKE.
Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
BoccTanaBIHBaAOIEHE HeneiryeMelit o6pasel] 4oJKeH BhIEKHBATE
BellecTBA HCIEITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTseTcTRYET
VYriaepoaa AHoKceHd / He momxno GLITE MOMYTHEHHA B TeUeHHe
1 uaca.
Chlorides/ Xsiiopuabt Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5 ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HurpaThl H HUTPHTEL He 6onee 0,00002 % (0,2 ppm).
| Sulphates / CyangaTsl No turbidity should oceur within not less than Complies / CooTBeTcTBYET

1 h. / B Teuenue He MeHee | gaca He JIOJKHO
HabIHoAaThCs IOMYTHEHHE,
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GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIN3A

TESTS / IOKA3ATEJIH
Ammoninm / AMMOHNH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATBI

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

<0.6 ppm

Calcium and magnesium /
KajaelHii H MAarHRH

Pure blue color should be observed (without a
violet hue). / JomxHo Hab10ATECA YHCTO
cHHee OkpalriBanue (6e3 duoneToBoro
OTTEHKA).

Heavy metals/ Trokenbie
METANAB

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

Complies / CooTBeTCTBYET

 <0.00001 % (<0.1 ppm)

Residue after evaporation /
Cyxoii 0cTaTOK

Conductivity /
ITeKTPONPOBOAHOCTH

Extractable volume /
Hspaexaemslii 00beM

| Bacterial endotoxins /
BakTepuaJibHBIE IJHIOTOKCHHBE

HHBEKIHI.

Not more than 0.004%. / He 6onee 0,004%. 0.000 %

Not more than 25 pS/cm. / 8 uS/em./

He Gonee 25 MxCM/cM. & MxCm/cM.

Not less than label claim (not less than 2 ml). / 2ml/ |
He MeHee HOMHHATBLHOTO (He MeHee 2 MJ). 2 M7

Not more than 0.25 EU/mL of water for <025 EU/mL /
mjections. / He Gonee 0,25 ED/vMn Boas! ans <0.25E3/mMn

' Sterility / CTepHaBbHOCTE

Packaging / YnakoBka

Shelf-life / Cpox rogHocTH

Should be sterile. / TomkHa OBITE CTEPHIILHOI.

Sterile / CtepunsHo.

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. /
MepBrynas ynakoBxa

ITo 2 mMn pacTBROpHTENA (BOIa A1 HHBEKIIHIA) B
aMnyny w3 OecuperHoro crexia, tun 1. Ha
BepXHel 4acTM ammynbl HaHECeHA TOUYKA
paznoMa OpamKeBOTO IBETA.

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. /
IlepBuuHas ynaxoBka

Mo 2 mn pactBopuTena (Boma AT
HHBEKLHI) B aMmyny  H3
OecnpeTHoro ctekna, Taon 1. Ha
BEpXHEH YacTH amilylbl HaHeCceHa
TOYKA PA3IOMa OPAHIKEBOrO LBETA.

|5 years. / 5 JeT.

Assessment: / 3akoueHme:;

The baich complies with the specifications according to ND JIC-600295-160721./
Cepust cOOTBETCTBYET TpeOOBAaHUAM HOPMATHBHOTO AokyMeHTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor
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