€S
CXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Name of Product/
HaumeHoBanue npenapara

Batch no./ Homep cepun

Amount of product per baich /
Pasmep cepuu

Date of Control / JEaTa anmannza

Manufacturing date / lara
MpOH3BOACTBA

Expiry date /1aTa oxoH49anns
€poKa roAHOCTH

TESTS / TIOKA3ATEJIH

' Appearance / Onucanne

| Identification / Tloaaunnocrs

Tenoxicam by HPLC /
Tenowcurxam (BIKX)

Tenoxicam by UV-
spectrophotometry / Tenoxcuxam
(Y-
cnexmpogomomempuneckuil)

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEA®, anodguauiat ana APATOTORJIEHHA PacTBOPa A

HHbeKknmii, 20 mr
23A00751A

41.309,000

02.2023
01.2023

12.2025

SPECIFICATIONS / HOPMBI

Yellow with greenish tint lyophilized powder. /
JInoGUIM3HPOBAHHEIH TOPOLIOK KENTOro ¢
3EJICHOBATHIM OTIEHKOM L(BETA.

RESULTS /
PE3YJAbBTATDI

Complies / CooTBeTcTBYET

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

yaepaKHBAHHA mUKAa  TeHOKCHMKaMa — Ha
XpoMaTorpaMme HCITHITYEMOTO pacTBopa
HAOIGKHO COOTBETCTBOBATD BpeMeHH
YACPAKHABAHUA MHKA  TeHOKCHKAaMa Ha
XpoMaToTpaMMe CTAHJAPTHOTO pacTBopa (cM.
«PomcTBeHHBIE TIPHMECHY, oTpeeeH e

¢OHHHYHBIX mnpHMecel H CyMMB IIPHMeCeH
(254 M) ). [

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). / Y®-cuextp
TIOTTIOLEHUS HCMBITYEMOTO pacTBopa,
OPATOTOBISHHOTO iuE KOJWYeCTBCHHOTO
onpeaeneHus, B ofutacti oT 230 uM go 400 M
JOMKEH HMETh MaKCHMyMbl NpH JIHHAX BOJH
257 + 2mM, 285 + 2uM u 368 + 2uM (oM
«KonnyecTreHHOE onpelenenne TCHOKCHKAMan ),

Complies / CooTseTcTBYCT

1/5



Q9
KHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIU3A

TESTS / MIOKA3ATEJINA

Sodium metabisulfite /
Hampus memabucytoum

SPECIFICATIONS / HOPMbI

| 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 yaep:kupanms nuka
HATPHA MeTal0HCYyNIB(HTa HA XPOMAaTOrpamMMe
HCIBITYEMOTO pacTBOpa JOTKHO
COOTBETCTROBATL BPEMEHH YISDKHMBAHHH IIHKa
HaTpHs MeTabucyneduTa Ha XpOMaToTrpaMMe
crangapTHoro pacteopa (cM. «KofHyecTBeHHOE
ONpe/IeneHne KATPHI MeTabucyIbpuTar).

RESULTS /
PE3YJAbBTATHI

Complies / CooTBETCTBYET

Dissolving time / Bpemn
pacTBOpeHHA

Appearance of Reconstituted
solution / Onucanne
BOCCTAHOBJIEHHOTO PacTBOpa

Not more than 60 seconds. / He 6&omee 60
CEKYHAL

The product should dissolve completely without ,

of undissolved particles and visible particulate
matter. The solution should be clear. / [Ipenapar
JOJDKEH PacTBOPSTHC TIONHOCTBIO c
OTCYTCTBHEM HEpACTBOPEHHBLIX dacTull, 0e€3
BHIMMBIX MEXaHHYECKUX BKIOUeHHil. Pacreop
JOILKeH OBITh MPO3PaYHbIM.

| Solution clarity /
IMpospaunocTs pacTBOPA

" Solution Cofor /

1}

BeTHOCTH PACTBOpa

pH

The product solution should be clear. / PacTrop ,

npenapara Jo/LKeH OBITE NPO3pauHBIM.

| The };oduct solution should not be more |

intensively colored than the reference solution
GY . / CreneHr oKpacku pacTBopa Ipenapara He
JIOTKHA IpeBRIuaTh 3Tanon Y.

26 sec/ 26 cex

Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

Complies / CooTReTCTBYET

17,510 10.0. /0T 7,5 1o 10,0.

9.1

Particulate matter / MexannuecKHe BKIIGYSHHSA

Visible particles /

Buoumusre vacmuijol

Subvisible particles /
Hesuoumvie yacmuyol

>10 pm particles/
YacTun pazmepoM > 10 MKkM

>25 pm particles/
YacriO pazMepoM = 25 MKM

He Sonee 600 Ha dnaxom.

Should be absent/ JlonKHBI OTCYTCTBORATE

Not more than 6000/vial; /
He Gonee 6000 Ha dnaxon;

Not more than 600/vial. /

Absent /OTcyTeTBYIOT

27 / vial
27 / dnakon

0/ vial
0/ ¢pnaxon
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Q9
KHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TESTS / IIOKASATEJIHA

SPECIFICATIONS / HOPMBbI

1

RESULTS / PE3YJBTATBI

Related substances / PoncTBeHHEBIE IPHMECH

' 2-aminopyridine /
2-aMHHOTHPUANH

Individual unidentified impurity /
Enusnanas
HeHIeHTHORITAPORAaHHAA IPHMECH

Total impurities /
CymMma npuMeceii

ﬁiformity of dosage units /
OIHOpPOAHOCTL N03HPOBAHHA

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

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

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

Not detected / He oGuapy:xena

Not detected / He oGHapy:xena

Not detected / He obuapyikena

The Acceptance value (AV) should be not
more  than 150. /  TIloxasarenm
npueMieMoct (AV) pomked 0BT He
Gonee 15,0.

AV=0.7 (n=10)

 Water /Boga

Not more than 3.0 %. / He 6onee 3,0 %.

Bacterial endotoxins /
BakrepHajbHBIE JHI0TOKCHHE]

Not more than 1 EU/mg of tenoxicam. /
He 6omee 1 E2/Mr TeHOKCHKAMA.

Sterility /CTepnabHOCTD

Tenoxicam / Tenoxcuxam

Assay / KonmuecTBeRHOe ONpPEACICHHE

" Sodium metabisulfite /
Hampun memabucyiogum

Should be sterile. / [HomxeH OBITH
CTEPUIIBLHBIM.

0.9 %

<0.128 EU/mg /
< 0.128 ED/ mr

Sterile / Crepunen

90.0% to 110.0% of CisHiiN3048;
(tenoxicam) of label claim. / Ot 90,0 % nmo
110,0% CisHiuN30482 (TeHOKCHKAaM) OT
HOMMHAIIBHOIG COASPKAHMA.

8.9 %

85.0% to 110.0% of Sodium metabisulfite
of the label claim. / Ot 85,0 % mo 110,0 %
Harpus MeTaGHCYNB(HTa OT HOMHHAIBEHOTO
COfepKanus.

97.3%
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KEGENSENTA

CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIA3A

| TESTS/IMOKA3ATEJJH

SPECIFICATIONS / HOPMbI

: Package / ¥Ynakoeka

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. /
Heprrynas +vMakoBKa

Tlo 20 Mr TeHOKCHKama BO (MIAKOH 3

feclBETHOTO CTEeKIa THII I,
YKyTIopeHHbIH npobxoii u3
OpoMOyTIIIOBOR  pesuHEl,  obxaToif

ANOMMHHEBEIM KOJIMAYKOM ¢ KOHTPOJIEM
MNEpBOrO BCKPBITHA M MJACTHKOBBEIM
JUCKOM TOBEPX AIOMHHHEBOTO
KOJIMAayKa.

| Shelf-life/ Cpok roqmocrs

3 years. / 3 roza.

| TESTS /TIOKA3ATEJH |

KIT / KOMILTEKT
SPECIFICATIONS / HOPMBI

| Kit package / ¥YmnakoBKa
KOMILJIEKTA

Secendary 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. /

BropuuHasd vIIaKQBKa

o 1 d¢mnakoHy ¢ mnpenapatom u 1
aMIIyne ¢ PacTBOpHTETIEM IOMEIIAIT B
| KacCeTy M3 [OMHRHHUIXITOPHJIA.

Mo 3 d¢nakowa ¢ mnpenaparoM U 3
AMIIYNE ¢ PACTROPHTENEM TIOMEIAT B
KACCETY W3 TIOTHBHHHIXTOPHJIA.

| wacceTy BMecTeé ¢ MHCTPYKMHEH IO
NPUMEHEHHI0 NHOMEIAIT B HAYKy
KapTOHHYIO.

| Primary package

| KOnmavka.

[ Secondary package

RESULTS / PE3VJIbTATBI

20 mg of the tenoxicam in a colorless
glass vial type T stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[epBr4Has \ NaKOBKA

Mo 20 mr TEHOKCHKaMa BO (AKOH M3

OecIIBETHOTO creria THII I,
YKYIIOPEHHBIH npodKoi U3
OpoMOyYTHIOROH  pesuHbl, obxarofi

ATIOMHWHHACBBIM KONMAYKOM C KOHTPOJICM
MEpPBOT0 BCKPBITHA H THACTHKOBBIM
JHCKOM TIOBEPX ATHMHHHEBOTO

RESULTS / PE3YJIbTATBI

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. /

BropyuHas yIIaKOBKa

Tlo 3 d¢nakowa ¢ nOpenapatoM H 3
AMILyNbl ¢ PACTROPHTENEM TIOMEILIAIOT B
KACCETY M3 NOJMMBHHHIXKIOpHAA. 1
KAacceTy BMECTE ¢ HHCTPYKUMeHd no
MPHMEHEHHIO TOMEIAOT B HAdKy
KApTOHHYIO.
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29
EHGENSENTA

CERTIFICATE OF ANALYSIS / CEPTHO®OHUKAT AHAJIN3A

Labeling/ Mapkupopka According to the ND. / B cootserctenu | Complies as prescribed / CooreetctByer
¢ HOPMATHBHOH JOKYyMeHTalHeH. TpeboBanuIM
CKit storage / For configuration with 1 filled vial and 1 ampoule with a solvent in a cassette:

Xpauese KOMILIEkTa In the original packaging (a vial with medical product and an ampoule with solvent

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

[na voakoeku 110 1 {hrmakony ¢ npenapaToM B 1 aMImyJie ¢ pacTBOPHTENEM B
KaccerTe:

B opuriHaneHOH yrnakoBke ((hAakoH ¢ TIPENapaToM H aMIyna ¢ PacCTBOPHTEAEM B
mauke) IpH TeMOepaType He Boime 25 °C.

For confieuration 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. /

JLig vriakoBKd 1o 3 (takoHa ¢ NpenapaToM H 3 aMiiviibl ¢ PACTRBODHTENEM B
KacceTe:

B opHruHansHO# ynakoBke ((hIaKOHE C IPenapaToM M aMIYIILL ¢ PACTBOPHTENCM B
nayke) MpH TeMneparype He Bonue 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-lif¢ of the medical product for
Cpox roguocTH KoMniekra | human use. /3 rofa. Cpok rofHOCTH KOMIUTEKTA ONPEIEAAETCA CPOKOM IOTHOCTH
NIeKapCTBEHHOrO Npenapara Al MEIHIHHCKOTG MPHMEHEHHA.

Assessment: / 3axmouenne:  The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus cooTBeTCTBYeT TpeGoBAHHAM HOpMaTHBHOTO fokymenTa JIC-000295-160721.

)
8@GENSENTA

llag Sanayi ve Ticaret A.3.

H. MEHVES TURKEL]

(AN
OHo / 2023
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®
BLGENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

Name of Product/
HaumeHoBanue npenaparta

Water for injections (solvent) /

Boja aada HHbeKUWHA (PacTBOPUTEIb)

RESULTS / PE3YJBTATBI

Batch no./ Homep cepnn 22H15

Amount of product per batch / Pazmep ;90861

cepHH

Date of Control / laTa ananansa 10/2022

Manufacturing date / llata npoussogcrsa  :  08/2022

Expiry date /AaTa oKOHYAHHA CPOKA 0772027

TOAHOCTH

Water for injections (solvent) / Bona niist aHbekinii (pacTBoprTean)

| TESTS/IIOKA3ATEJIHA SPECIFICATIONS /f HOPMBI

Description /Onncanne Clear, colourless liquid without odor. /

TIpospaunas GecUBeTHAA JKUAKOCTD bes
| 3araxa.

Particulate matter / Mexannyeckde BKIIOYCHHA

Visible particles /
Buouauie vacmutjul

Sub visible particles / -
Heaudumuire wacmiiynr

>10 pm particles /
YyacTHI pasMepoM > 10 MEM

>25 um particles /
9aCTHI PA3MepPoM = 25 MKM

Acidity and alkalinity /
KneaoTHocTh 1 EJT0THOCTE

Should be absent. / JIO/DKHEI OTCYTCTBOBATE.

Net more than 6000 particles per ampoule; /
He Sonee 6000 Ha aMnyy;

Not more than 600 particles per ampoule, /
He 6onee 600 pa ammymy.

Complies / CoOTBETCTBYET

Test sample should pass the test. /
Herneiryemerii oGpasen] JOMKeH REITEKHBATE
HCIIBITAHHE,

Reducing substances /
BoccTanapJIMBalOIIHe
BEIICCTBA

Carbon dioxide
¥Yraepoaa ANOKCHA

Chlorides/ Xa1opHakI
" Nitrates and Nitrites/
HuTpaTsl H HUTPHTHI

Sulphates / CyandaTtel

Test sample should pass the test. /
HcenprtyeMsiii o6pasel Jo/bKeH BEIIEPKHBATD
HCIMEITAHTE.

Absent / OTCYTCTBYIOT

Complies / CooTBeTCTBYET

Complies / CooTReTCTRYET

| No turbidity should be observed within 1 hour.

/ He pmomkuo 6biTh TIOMYTHEHHSA B TEUSHHE
1 vaca.

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

| 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 Teuenne He Menee 1 yaca He HOJDKHO
HabIOAATECA TOMYTHEHHE.

Complies / CooTBeTCTBYET

<0.5 ppm
<0.00002% (<0.2 ppm)

Complies / Coomercmy;
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®
ERGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / TOKA3ATEJU
Ammonium / AMMoHnit

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

Calcium and magnesium /
Kanbuuii 1 marunii

Pure blue color should be observed (without a
violet hue). / JomxHo nabnogarscd IHCTO
CHHee oKkpamnBaHie (0e3 HHoNeTOBOro
OTTEHKA).

Heavy metals/ Taxxeanie
MeTAJLIBI

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

RESULTS / PE3VJIBTATBL |
<(.6 ppm

Complies / CooTBeTCTBYET

<0.00001 % (<0.1 ppm)

Residue after evaporation /
Cyxoii ocTaTor

_Conductivity /
DNeKTPOTNPOBOAHOCTE

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

0.000 %

Not more than 25 uS/cm. /
He 6oaee 25 mxCm/cm.

Extractable volume /
HssaekaeMulil 00beM

Bacterial endotoxins /
BakrepuanLHbIe IHI0TOKCHHD

Not less than label claim (not less than 2 ml). /
He MeHee HOMUHANBHOTO {He MeHee 2 MT).

9 puS/em./
9 MrxCm/cM.

2ml/
2 M1

Not more than 0.25 EU/mL. of water for
injections. / He Somee 0,25 EZ/mMi Boabl a1
HHBEKIHH,

Sterility / CTepuabnocTs

Packaging / YnmakoBka

Primary package

Ilepruinad ¥ IaKOBKA

Mo 2 M pacTeOpuTens (Boda ANS WHBEKLUMI) B
ammyay w3 OecuserHoro ctexna, tan . Ha
HaHeceHa TOYKa

BepxHeil YacTH AaMIIylbl
pasnoMa OpaHKeBOTO [[BETA.

Shelf-life / Cpoxk roanocTh

5 years. / 5 nert.

Assessment: / 3axmoveHHe:

Should be sterile. / JlomxkHa OBITE cTEPHIBHOI.

<025 EU/mL/
<0.25 E3/Mn

Sterile / CrepuneHo.

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. /

' 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. /

TlepBAYHAsA VIIAKOBKA

Ilo 2 Mn pacTEOpHTeNs (Rojga A

HHBEKINIT} B aMoyiny M3

HecuperHoro crerira, tan I. Ha

BepxXHel 4acTH aMnyJel HAHCCCHA

TOYKA Pa3NoMa OPAHIKEBOT0 I[BeTa. |

The batch complies with the specifications according to ND JIC-000295-160721. /

Cepus coOTBETCTBYET TpeGOBaHHAM HOPMaTUBHOTO fokymerTa JIC-000295-160721.

Ali Ethemoglu
Quality Control Supervisor

@O T
G NTA
CO g S 2 TR
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®
GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

Name of Product/

HanmenoBanMe npenaparta
Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepuH

Date of Control / laTa anannza
Manufacturing date / Jara npoussoacrsa

Expiry date /laTa oxonuanus cpoka

roHOCTH

Water for injections (solvent) /

Boga Ana nABeKNUi (PacTEOPHTED)

22118
0467

11/2022
0872022
07/2027

| TESTS/ HOKA3ATEJHA

SPECIFICATIONS / HOPMbI

Description /Onncanne

Clear, colourless liquid without odor. /
TIpospaunad GecuBserTHas KAAKOCTE Oe3
3anaxa.

Water for injections (solvent) / Boaa n;s HHReKnMit (PaCTBOPHTEIb)

| RESULTS/PE3YJbTATHI

i Complies / CooTBeTCTBYET
|

Particulate matter / Mexannyeckne BRAWYEHHA

Visible particles /
Budumvie uacmuysl

| Sub visible partizles/_

Heesudumbie yacmiiybl

>10 pm particles /

| Should be absent. / JIOIKHE OTCYTCTBOBATE.

Not more than 6000 particles per ampoule; /

yactul pasmepom = 10 mxm | He 6onee 6000 na amnyny;

>25 um particles /

YACTHL PA3MepoM = 25 MKM

| Acidity and alkalinity /

KacoTHOCTE B MEN09HOCTH

Reducing substances /
BoccTanapauBalomue
BCINECTBA

Not more than 600 particles per ampoule. /

He 6onee 600 Ha amnyny.

Absent / OtcyteTByIOT

60

Test sample should pass the test. /
HenpiTyeMbiii oOpasel A0MIXKEH BBLICDHKHBATE
HCIBITAHHE.

Complies / CooTaeTcTBYET

Test sample should pass the test. /
HenwiryeMblil o0pasen A0JIKEH BbLIEPKHBATE
HCTIBITABHE.

Carbon dioxide
Yrueposa THOKCHS

' Chlorides/ Xaopuasl

No turbidity should be observed within 1 hour.

/ He monmxHo OBITE NOMYTHEHHS B TEYSHHE
1 vaca.

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET

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

Nitrates and Nitrites/
HuTpaTel B HUTPHTEI

'Su[phates ! CyapdaTn

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 Teyenne He MeHee | yaca He JOIHKHO
Ha0IIOMaTECA TOMY THEHHE.

<(.5 ppm

<0.00002% (<0.2 ppm)

Complies / COOTBeEByET
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®
LGENSENT

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJ/IU3A

TESTS / TIOKA3ATEJH
Ammonium / AMMOHHH

|

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

Calcium and magnesium /
Kaneunii v Marumii

Heavy metals/ Trkeanie
MeTAJLIhI

| Pure blue color should be observed (without a

violet hue). / Jlomxmo HaGnoaaTECS YACTO
cHHee oKpalnHBaHue (6e3 pHoneTororo
OTTEHKA),

RESULTS / PE3YJIbTATBI |

<0.6 ppm

Complies / CooTBeTCTBYET

| Not more than 0.00001 % (0.1 ppm). /

He Gonee 0,00001 % (0,1 ppm).

Residue after evaporation /
Cyxoii ocTaTor

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

<0.00001 % (<0.1 ppm)

0.000 %

Conductivity /
DAeKTPONPOBOAHOCTE

Extractable volume /
HaeaexaeMplii 06bem

Not more than 25 pS/em. /
He Gonee 25 mxCm/cM.

Not less than label claim (not less than 2 ml}. /
He MeHee HOMHHANBHOrO (HE MEHee 2 MIT).

6 uS/cm./
6 MxCm/cM.

2ml/
2 MI

Bacterial endotoxins /
baxTepHaJbHbie JHI0TOKCHHDL

Not more than 0.25 EU/mL of water for
injections. / He bonee 0,25 EX/mMn Boapr ans
WHDLEKIAH.

' Sterility / CrepuabHOCTE

' Packaging / ¥Ynakoska

Shelf-life / Cpok rognocTn

Assessment: / 3axiaoucHue:

Should be sterile. / fonxHa OBITH CTEPUIBHOMH.

Primary package

2 mL of the solvent (water for injections) in a
colorless glass ampule type I with an orange
onec-point-cut at the top of the ampule. /
TlepBruHas v makoBKA

1o 2 M1 pacTeopuTes (BOMA /U1 HHBEKUMIE) B
ammyny w3 OecusetHoro crekna, Twnm I Ha
BEPXHEH 4YacTH aMIyns HaHeceHa TOuKa
pa3noMa OpaHKEeBOTo LBeTA.

5 years. / 5 ner.

<025EU/mL/
<025 ED/Mn

Sterile / CTepunsHo.

i 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. /
HepBryHas vIaKoBKa

[To 2 wmnm pacTBOpHTENd (BOAA JULH
HHBEKIHHR) B aMITyqIy — H3
GecupetHoro crekna, tHn 1. Ha
BepXHeH 4YacTH aMIylel HaHeccHa
TOUKA Pa3NoMa OpaHKEeBOro LBETa.

The batch complies with the specifications according to ND JIC-000295-160721. /
Cepus COOTBETCTBYET TPOOBAHHAM HOpMaTuBHOTO JokyMenTa JIC-000295-160721.

Ali Ethemoglu
Quality Cortro! Supervisor

E@E@Mzs_
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Dr.Reddy's QS¢

000 «[ip. Pexnu’c JlaGoparopucy

115035, r, Mocksa,
OsumnnukoBckas Hab., 1. 20, crp. 1

Tenedon (495) 795 39 39
www.drreddys.ru
www.drreddys.com

CBUIETEJILCTBO O COOTBETCTBUH
TPEBOBAHUAM I'OCY IAPCTBEHHOU PETUICTPALTUN

Hacrosimum OOO «/lp. Penan’c JIaGoparopycy» ymocToBepserT, 9To
JTIeKapCTBEHHBIN IIPETapaT I MENUIIMHCKOTO IIPUMEHEHHUS !

Haumenoeanue JIII:
MHH:

Jlexapcmeennas gpopma,
popma svinycka:

PY Ao, oama:

HII, usmenenue Ne:

IIpoussooumens, cmpana.

Aodpec npouzeodcmea:

Cepus Ne:
Konuuecmeo:

Lama uzzomoenenus.
Cpox 200H0Ccmu.

Koo OKIII]2:
Koo TH B3/
Koumpaxm Ne:
Hreotic Ne:

Texcapen®
Tenoxcukxam

[JmounuzaT U1 IPUrOTOBIICHUS PACTBOPA TS
uHBeKuni, 20 mr (nakon) x 3 + pactBopurens - Boga
Ayt MHBbeKnui (aMmiyna) 2 M x 3] x 1 (mauxa
KapTOHHAas)

JIC-000295 ot 04.03.2010 (naTa 3amens: PY
16.07.2021)

JIC-000295-160721

I'encenra Vinay Canau Be Tumkaper A.IIL, Typuus
Sanayi Caddesi Ne 13, Yenibosna Bahcelievler
Istanbul, Turkey

23A00751A, pacrBopurens 22H15
20 653 ynmakoBok

01.2023

12,2025

21.20.10.221

3004900002

DRL 03/2017 ot 07.02.2017
9013407181 ot 18.02.2023

COOTBETCTBYCT TPeOOBAHMAM, YCTAHOBIIEHHEIM IIPH €T0 TOCYAaPCTBEHHOM

YIIOJTHOMOYEHHBIH 110 KaYecTBY

" BBO3UMOH IPOYKITHH

/l".rh.-;«-“";‘—f,‘ 4&»_\_,

Tpydanos A.H.



20.03.2023 r.
Ne 450/23

- w %
Dr.Reddy's !_-
000 «[p. Pennu’c JlaGoparopucy

115035, r. Mockea,
OsunHnmKoBCKas Hab., 1. 20, ctp. 1

Tenedon (495) 795 39 39
www.drreddys.ru
www.drreddys,com

CBUJETEJLCTBO O COOTBETCTBHH
TPEBOBAHIISIM I'OCYJIAPCTBEHHOI PET HUCTPAITHNU

Hacrosmum OO0 «JIp. Pemmu’c Jlaboparopucy» ynocrosepser, uro
JIEKapCTBEHHBIH [perapaT Mist MEAULMHCKOTO IIPHMEHEHYIS:

Haumenosanue JIIT:
MHH:

Jlexapcmeennas gopma,
popma evinycka:

PY Ne, oama:

HII usmenenue Ne:

IIpouseooumens, cmpana:

Adpec npoussodcmea:

Cepus Ne:
Konuyecmeo: _
Hama uzzomoenenus:
Cpoxk 2o0nocmu:

Koo OKIII]2:
Koo TH BIJ:
Koumparxm Ne:
HHueoiic Ne:

Texcapen®
Tenoxcukam

[tMOdHUIH3AT 171 IPUTOTOBIEHMS pacrBopa s
MHBEKIIH, 20 Mr (drakoH) x 3 + pacTopuTes - BO/TA
A AHBEKUMH (amityna) 2 M x 3] x 1 (nauxa
KapTOHHAa)

JIC-000295 ot 04.03.2010 (nata 3amens1 PY
16.07.2021)

JIC-000295-160721

I'encenta Unay Canau e Tumxaper AIIL, Typrus
Sanayi Caddesi Ne 13, Yenibosna Bahcelievler
Istanbul, Turkey

23A00751A, pactBopurens 22H]18
20 654 ynaxoBok

01.2023

12,2025

21.20.10.221

3004900002

DRL 03/2017 ot 07.02.2017
9013407181 ot 18.02.2023

COOTBETCTBYET TPEOOBAHHUAM, YCTAHOBICHHBIM IIPH €TI0 roCyZapCTBEHHOH

YIOJIHOMOYEHHBIH 10 Ka4ecTBy

BBO3UMOMH NpomyKImu

Tpydanos A.H.




PEAEPAALHAR CA

WABA TIO HAASDPY

B CREPE ZAPABOONPAHEHMA

«CBefeHns o BBOAE B rpaxaaHckuii odopoT B Poccuiickoin degepauunm

NleKapCTBEHHbIX CPeACcTB Mo COCTOAHMIO Ha 06.06.2023 11:35»

Opranu3zanmsi,

JlaTa BHeceHHs B IIponssoauTenn Homep Howmep, nata
Toprosoe . CaeJieHHsI 0 CTaaHSX HopmaruBHast BBIIYCTHBINAS B
AHUC (BBINY CKAIOIHHA Crpana . CepHH, pa3pelueHHs
HaHMEeHOBaHHE TIPOH3BOJICTBA JIOKYMEHTAIHST rpakaHCKHHA
Poc3gpaBHanzopa KOHTPOJIb) oBopor NapTHH Ha UJIIT
Isggg);fg; st T'encenrta Unau Canau Be Tugkaper
. l/lFOTOBJ‘lCHiS{ AL, Typuus (ITpousBopurens
i J R — (rorogoii JID)); 'encenra Unau
50 r lp unn Cpnaxonlil I'encenta Mnay Canau Be Tumxaper AL, Typuus 000 "Ip.
20.03.2023 (3), nauxn ;a TOHHbIC] B Canau Be Typuust (Y naxoBuuk/acoBuyk (B JIC-000295-160721 Pennu'c 23A00751A
’ P Tumxaper A I MEePBUYHYIO YNIAKOBKY)); [eHCeHTa JlabopaTopuc"

KOMILJIEKTE C
pacTBOpHUTENEM: BOAA
U1l UHbEKLMI (aMITyJibl)
2 MJ-3 wWrT.

Hnau Canau Be Tumxaper A.ILL.,
Typuus (Y nakoBmuyk/acoBumk
(BTOpHYHASI/TPETUYHASI YITAKOBKa))
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