CERTIFICATE OF ANALYSIS / CEPTHO®HUKAT AHAJIU3A

Name of Product/
Haumenoranue npenapata

Batch no./ Homep cepun

Amount of product per batch /
Pasmep cepuu

Date of Control / lara anaamsa

Manufacturing date / lata
IpOH3IBOACTBA

Expiry date /laTa oxoH4yanus
CpOoXa roIHOCTH

TESTS /TIOKA3ATEJIH

- Appearance / Onucanne

TEXARED, lyophilized powder for injection after reconstitution,

20 mg/

TEKCAPEA®, mnodpuanzaTt 418 NIPHIOTORJICHAS PACcTBOPA 1A

HHBeKIRii, 20 MFP
23E08551A
41.766,000

06.2023
05.2023

04.2026

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJBTATbHI

| Yellow with greenish tint lyophilized powder. /

JModmau3HPOBAHHEIA  TOPOMIOK  KENTOTO  C
3eJeHOBATEIM OTTEHKOM IHBETA.

Complies / CooTBeTcTBYET

Identification / [TonaHHHOCTE

Tenoxicam by HPLC /
Tenoxcurxam (BIXKX)

| The retention time of tenoxicam peak in the

chromatogram of test solution should correspond
to the refention time of tenoxicam peak in the
chromatogram of standard solution (see “Related
substances”, determination of single impurities
and total impurities (254 nm)). / Bpewms

VACPKHBAHMA THKa TeHOKCHKaMa Ha
XpoMarorpamme HCTIBITYEMOTO pacTeOpa
OJDKHO COOTBETCTBOBATE BpEMEHH

Y ACKHBAHKS MHKa TeHOKCHKaMa Ha
XpOMaTOTPaMMe CTaHJApPTHOTO PacTBOpa (CM.
«PoncTBeHHEIE TIpHMeECH», onpeneneHure
€IMHHYHEIX TIpuMecell W CcyMMbBl npumecei
254 um)).

Complies / CooTBeTcTBYET

Tenoxicam by UV-
spectrophotometry / Tenoxcuram
(Y-
crexkmpodomomempudeckuil)

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” fest). / V®-cnektp
HOTAOLIESHHSA HCIBITYEMOTO pacTBopa,
[PUTOTOBJIEHHOTO s KOJIHYECTBEHHOTO
onpeacrncuud, B obmactd or 230 uM g0 400 aM
JOTDKeH HMMETh MAKCHMYMEI TIPH UTHHAX BONH
257 £ 2Hm, 285 £ 2um ¢ 368 £ 2 HM (oM.
«KonuuecTBeHHOS OnpeNieneHAe TEHOKCHKaMay ).

Complies / Coorsercrayer
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TESTS / [IOKA3ZATEJIA _ SPECIFICATIONS / HOPMEI
Sodium metabisulfite / The retention time of Sodium metabisulfite peak

Hampun memabucyavpum

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. / BpeMs yIepKuBaHud IHKA
Hatpust MeTaducyardyita Ha XpoMaTorpamme
HCITBITYEMOTO pacTBopa IOMKHO
COOTBETCTRORATh BPEMEHH Y/ICPKHMBaHMA MMHKa
HaTpus MeTabHCyTBHTaA HA XPOMATOTPAMME
cTaHAapTHoro pactBopa (cM. «KonuuecTeeHHOE
olnpefeneHne HATpUA MeTabucynbhuTas ).

Dissolving time / Bpemst
pacTBOpeHHS

Appearance of Reconstituted
solution / Onncanne
BOCCTAHOBJICHHOIO PACTEOPA

| The product should dissolve completely without

Not more than 60 seconds. / He Oonee 60
CeKYHA.

RESULTS /
PE3VJbTATH

Complies / CooTpetcTBYeT

15sec/ 15 cex

of undissolved particles and visible particulate
matter. The solution should be clear. / [Ipenapar
JOMKEH PacTBOPATHCH TOJTHOCTEIO c
OTCYTCTBHEM HEpacTEOPSHHEIX YacTHL, oOe3
BUIHAMBIX MeXaHHYeCKHX BKIIOYeHH. PactBop
JIOJDKEH ORITE TIPO3PayHEIM,

Complies / CooTBeTcTByST

Solution clarity /
Hpo3paunocTs pacTBOpa

Solution Color /
ILiBeTHOCTL pacTBOpA

[ pH

The product solution should be clear. / Pacteop
npenapara Jo/bkeH OBITh IpO3pauHEIM.

| The _prod;ct solution should not be more

intensively colored than the reference solution
GY). / CTeneHs OKpackH pacTBOpa Tpernapara He
JIOTKHA PEBRIIIATE STanoH GY .

| 7.5t0 10.0. /Ot 7,5 50 10,0.

Particulate matter / Mexann4yeckHe BRJINYECHHA

Complies / CooTBeTCTBYET

Complies / CooTseTcTRYCT |

9,2

Visible particles /
Budumere yacmuyt

Subvisible particles /
Hesgudumere yacmuiyot

>10 um particles/

YacTul pasmepoM > 10 MKkM

>25 um particies/

Yactrn pasmepoM = 25 MKM

Should be absent/ Jlomxue! 0TCYTCTBOBATE

Not more than 6000/vial; /
He 6onee 6000 Ha dnaxon;

Not more than 600/vial. /
He 6onee 600 ga dnaxomn.

Absent /OTcyTcTBYHOT

25 / vial
25 / dnakon

0/ vial
0 / dmakon
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / IOKA3BATEJIN SPECIFICATIONS / HOPMbI RESULTS/
- PE3YJIBTATBI
Related substances / PogcTBeHHBIE MPHMeECH
2-aminopyridine / Not more than 0.5 %; / He donee 0,5 %; Not detected / He
2-aMHHOTTHPHIHH obDHapyxeHa
Individual unideatified impurity / Not more than 0.5 %; / He 6onee 0,5 %,; Below LOQ (LOQ =
Emunnanas 0.05%) / Hmxe npemena
HEHJEHTHOHUITHPOBAHHAS IPUMECh KOJIN9eCTBEHHOTO
onpegenenus  (IIKQ =
0.05 %)
gotal impurities /“ Not more than 1.0 %. / He 6onee 1,0 %. Below LOQ (LOQ =
yMMa ipHMeceH 0.05%) / Hike mnpenena
KOJIN9eCTBEHHOr O
onpefneneHms  (IIKO =
| 0.05 %)
Uniformity of dosage units / The Acceptance value (AV) should be not more ' AV=23 (n=10)
OIHOPOIHOCTL JO3HPOBAHHA than 15.0. / Tlokazarens npuemiemocta {AV)
OoikeH ObIThH He Gonee 15,0.
Water /Boaa | Not more than 3.0 %. / He Gonee 3,0 %. 1.8%
Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / <0.128 EU/mg /
BaxTepuajJbHBIE FHIOTOKCHHEI He 6onee 1 ED/Mr TeHoxcnkama. <0.128 EO/ mr
Sterility /CtepuabHoCTh | Should be sterile. / Joimxen BEITE CTEPHIBHEIM, Sterile / CTepI«me;
| Assay / KoanuecTBennoe onpenejeHne
Tenoxicam / Tenoxcurxam 90.0% to 110.0% of C13H1N3O4S; (tenoxicam) |
of label claim. / Ot 90,0% no 110,0% 99.8 %
Ci13H11N3048; (TeHOKCHKAM) OT HOMHHATEHOTO 00
CONIePIKaHMA,
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite of the
Hampua memabucynvihuum Iabel claim. / Or 85,0 % mo 110,0 % natpus 99.6 %
MeTtabucyneduTa oT HOMUHAIBHOTO e
COZIePIKAHHS.
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CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIU3A

 TESTS / MOKA3ATEJIHA

SPECIFICATIONS / HOPMbl

_Package / ¥nakoBka

RESULTS / PE3VJIBTATBI '

Primary package
20 mg of the tenoxicam in a colorless |

glass vial type [ stoppered with a
bromobuty! rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[fepBHuHAas Y MAKOBKA

ITo 20 Mr TeHOKCHKaMa BO (MIAKOH M3

OecLBETHOTO cTeKIIa THIT I
YKYTOpPEHHBII1 npodkoi H3
OpoMOyTHIOROH  peswsel,  ob:aroi

ANFKIMHHHUEBBIM KOJTAYKOM C KOHTPONEM
[IEPBOFO BCKPBLITHA H INNACTHKOBBIM

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. /
Ileperynas ymakoBka

Ilo 20 Mr TeHokcukama BO (IakOoH W3

BeciseTHOrO CTeKTA T 1,
YKYIMOPEHHBIH npodKoit H3
OpoMOyTHNIOBOH  pesuHBl,  oOKaToii

AJIOMHHHEBEIM KOJITAYKOM C KOHTROJICM
MEPBOTO BCKPBITHA H  IUIACTHKOBBIM

JHCKOM MOBEPX AMOMHHHEBOTO | THCKOM TIOBEPX ANOMUHHEBOTO
KOINTavKa. KONMauKa.
Shelf-life/ Cpox rogsocTi 3 years. / 3 roga.
KIT / KOMILIEKT
TESTS / ITIOKA3ZATEJIA | SPECIFICATIONS / HOPMBI RESULTS / PE3YJIhTATHI |
Kit package / ¥nakoBka | Secondary package Secondary package
KOMILAEKTa 3 vials with the medical product and 3 3 vials Wlth' the medical groduct an_d 3
. . . ampoules with the solvent in a polyvinyl
ampoules with the solvent in a polyvinyl . .
. chloride cassette. 1 cassette with the
chloride cassette. . . . .
patient information leaflet in a carton
1 cassette with the patient information | pack. /
leaflet in a carton pack. /
BTopuYHas ynakopka
Bropuydas vmakoBka
Ilo 3 d¢uakona ¢ npenapatoM u 3
Mo 3 d¢uakona ¢ npenapatoM W 3 | aMAYJIE ¢ PACTBOPHTIENEM IOMEILAIOT B
aMITyJIbl C PACTBOPHTENEM TIOMEINAIOT B | KACCETY W3 MOMUBHHHIXIOpuAd. |
KACCETY U3 NOTHBMHHIXIOPHIA. KACCETY BMECTE€ ¢ HHCTpyKImeH [0
1 N NPUMEHEHHIO [OMELIAIOT B TAuKy
KacceTy BMECTe C HMHCTPYKIUHeH To
KapTOHHYIO,
[IpPUMEHEHUID THOMENIAIT B [AUKy
| KapTOHHYID.
Labeling/ Mapxuposka According to the ND. / B cootsercteun | Complies as prescribed / CoorsetcTayer

¢ HOpPMATHBHOM TOKYMEHTAIHEH.

TpeOoBaHNSM
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Kit storage / For confipuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpaHeHHe KOMILICKTa

In the original packaging (3 vials with medical product and 3 ampoules with solvent
in the carton), at temperature below 25 °C. /

JIng ynakoBkH oo 3 dIaKoHa ¢ IpenapaToM H 3 aMIVIEl ¢ PACTBODHTENIEM B
KacceTe:

B opurunanesofi ynakoexe ((p1akoHEI ¢ TIpenapaToM B aMIIydHl ¢ PacTBOPUTENEM B
MavKe) IpU TeMIepaType He Brie 25 °C.

Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
CpOK TOOHOCTH KOMILJIEKTa human use. /3 roaa. CpOK TOOJHOCTH KOMITJICKTA OHPBJIEHHGTC}] CPOKOM I'OTHOCTH
JICKapCTBEHHOI'O IIpENapara I MEOHIMUHCKOr O IMpHMEHEHHA.

Assessment: / 3axmouenne:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25,04.2023. /
Cepuda cOOTBETCTBYET TpeDOBAHUAM HOpMATHBHOTO JokyMenTa JIC-000295-
160721, Vismenenue Nel ot 25.04.2023.

API name (INN) / naumenosanue A®C (MHH): Tenoxicam / TeHokcHKaM

API manufacturer batch number / 92043421

Homep cepun npoussoaurens ADC:

FP Manufacturer API Batch number/ 22105967

Homep cepun cyOcrannuu nponssoantes FJId:;

API Manufactured by & country / Edmond Pharma S.r.L., Italy /

Ipomseoanteas ADC, cTpana: Onmona Papma, C.p.JI., Uranus
Emre Karakaya

Quality Control Supervisor

.-"

@Q WwENT
€3 ayi ve %A $
A HOE

5/5



SGENSENT

CERTIFICATE OF ANALYSIS/ CEPTUO®UKAT AHAJIU3A

Name of Product/
HaumeHoBaHHe Npenapara

Water for injections (solvent) /

Boja and uHbeKUHI (PaCTBOPHTED)

Batch no./ Homep cepnH 2214
Amount of product per batch / Pasmep 89706
cepHH
Date of Control / EaTa anannza 02/2023
Manufacturing date / Jara nponssoncrsa 12/2022
Expiry date //laTa OKOHYaHHA CPOKA 1172027
TOHOCTH
‘Water for injections (solvent) / Boaa niisi nHbeKIHi (pacTBOpHTeNb)
TESTS / IIOKA3ZATEJH | SPECIFICATIONS / HOPMbI RESULTS / PE3YJBbTATHI

_Description /Onncanme

Clear, colourless liquid without odor. /
Ipozpagnas GeclBeTHAS JKHIKOCTE Oe3
3amaxa.

Complies / CooTBETCTBYET

| Particulate matter / Mexanvuecikne BKJIKYTeHUA

Visible particles /
Budumste yacmuybi

| Should be absent. / JIom&HEI OTCYTCTBOBATE.

Sub visible particles /
Hegudumere uacmuyor

=10 pm particles /
YacTAI pasMepoM = 10 MM

>25 um particles /
YACTUL] pa3MEpPOM = 25 MKM

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

Not more than 600 particles per ampoule. /
He Gonee 600 Ha aMmyny.

“Acidity and alkalinity /
KdcaoTHOCTE B MET0YHOCTD

Test sample should pass the test. /
HcnpityeMblit o0paszert oMK cH BEIREPAKHBATE
HCTIBITAHHE.

Absent / O1cyTeTBYIOT

43

_CEI’_iniGS / COOTBCTCTB?GT

Reducing substances /
BoccTaHaBaHBAKOIIHE
BeIIECTBA

Carbon dioxide

Test sﬁpﬂ: sh;uﬁpass the test. /
HernpiTyeMblii o0pazel] JoNkeH BEIACPKHUBATh
HCIBITAHHUE.

Complies / CooTBeTCTBYET

[ No turbidity should be observed within 1 hour.

Yrarepona nnoKcAN / He momskHO OBITE IOMYTHEHUS B TEHEHHE
1 vaca.
Chlorides/ Xnopuasl Not more than 0.5 ppm. / He 6onee 0,5 ppﬁ.

Nitrates and Nitrites/

HuaTtpaTb! B HHTPHTHI

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

Complies / CootercTByeT

<0.5ppm

<0.00002% (<0.2 ppm)

Sulphates / Cyasharsi

Ammonium / AMMOHHIT

No turbidity should occur within not less than
1 h. / B TeueHHe He MeHee 1 yaca He QOMKHO
HaONIOAATECS TIOMYTHCHUE.

Complies / CooTBeTCTBYET

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

<0.6 ppm
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0
RAOENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

TESTS / TOKA3ATEJIH

SPECIFICATEIONS / HOPMBI

Calcium and magnesium /
Kanbuuii 1 Margmii

Pure blue color should be observed (without a
violet hue). / JlorexkHo HabMIOAATHCA YHCTO
cuHee okpaniasaHHe (6e3 pHORETOBOrO
OTTEHKA).

_ RESULTS / PE3YJBTATEI
Complies / CooTBeTcTBYET

Heavy metals/ Tsxennie
METANLIbI

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

<0.00001% (<0.1ppm)

[ Residue after evaporation /
Cyxofi ocTaTok

Conductivityl_
DAEKTPONPOBOAHOCTD

Extractable volume /
H3eJexaembiii 00bem

Bacterial endotoxins /
BakTepuajanHbie FHNOTOKCHHDI

HHBEKIIH.

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

Not more than 25 pS/cm. / —1 7 uglc?n./ - =
He Gonee 25 MxCwm/cMm. 7 MECM/CM.

Not less than label claim (not less than 2 ml). / 2ml/

He MeHee HOMHHANBHOTO (He MeHee 2 M) 2 Mn

Not more than 0.25 EU/mL of water for <025EU/mL/
injections. / He Gomee 0,25 E3/mu soas! ang < (.25 E3/ mn

, Sterility / CTepuisHOCTD

Should be sterile. / JloikHa GBITh CTEPHIBHOI.

Sterile / CrepunpHo.

-T’ackaging / ¥nakoBka

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. /
[TepUyHas Y IAKOBKA

Mo 2 mMn pacteopurens (BOAA AN UHBEKLNE) B
ammyny w3 Oecusernoro crewna, Tan [ Ha
BEpPXHEH uacTW  ammyNnel HaHECceHA Tod9Ka
pazIoMa OPAHKEBOTO LBETA.

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. /
IlepBHyHAA YOAKOBKA

Ilo 2 Mn pacteopuTens (Boma Ias
HHBEKIMI) B aMITy Ly u3
GecuperHoro crewna, THO 1. Ha
BepXHeH YacTH aMIlynbl HAHECEeHa
TOUKA PA3/10Ma OPaHXEBOro LBETA.

' Shelf-life / Cpoxk roapHocTH

5 years. / 5 ner.

Assessment: / 3axmoueHHe;

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

#1 on 25.04.2023 /

Cepus cooTBeTcTRYET TpeDoBaHMIM HopMaTHBHOTO HoKkyMenTa JIC-000295-160721,

Hamenenme Nel ot 25.04.2023.

|' Ali Ethemoglu

I
ualit C:t'ﬂ. lrSu isor
) Q T

($ENTA

-:n'ayi ve Ticaret A.$
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®
R GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanmeHoBaHHe nipenapaTa Boja gna HHbEKIHH (PaCTBOPHTEIDb)
Batch no./ Homep ceprn 2215
Amount of product per batch / Pazmep 89445
CepHH
Date of Control / laTa ananu3a 02/2023
Manufacturing date / laTa npou3BoncTsa 12/2022
Expiry date /JaTa oKkoOH4YaHHA CPOKa 1172027
FOMHOCTH
Water for injections (solvent) / Boga ana HHBeKI il (pacTBOpPHTEIB)
. TESTS / HOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3VJILTATBI |

I D_escription /Onncanue

Clear, colourless liquid without odor. /
TIpo3paunas OeclBeTHaA HUOKOCTD be3
3anaxa.

Particulate matfer / Mexannuyeckne BKJIKUEHHNs

Visible particles /
Buoumuie yacmujut

Sub visible particles /
Heguoumpie wacmuypi

>10 wm particles /
YacTHI pasMepoM = 10 MkM

>25 pm particles /
YACTHLL PazMepoM = 25 MKM

Complies / CooTBercTRYeT |

|

He Gonee 600 na ammyy,

Should be absent. / JlomxHsI o_TcyTCTBOBaT_L. Absent / O’;CyTCTBy_I-OT
Not more than 6000 particles per ampoule; / 94

He donee 6000 Ha amiTyny;

Not more than 600 particles per ampoule. / 3

Acidity and alkalinity /
KHeJIoTHOCTD H HeJ049HOCTE

Test sample should pass the test. /
| HcnpiTyemMelii oOpaser] 10DKEH BbIECPKHBATE
| KCTIEITAHHE.

Reducing substances /
Boccranap/iMBamInHe
BEHIECTBA

Test sample should pass the test. /
HcenpiTyemerii o0paser 40mKeH BBIEPKUBAT
HCITBITAHHE.

Complies / CooTeercTBYET

Complies / COOTBC’I‘CT_Bye’?

| Carbon dioxide

| No turbicﬁty should be observed within 1 hour.

Complies / CooTBeTCTBYET |

¥raepona pHOKCHA / He momxHO GLITh TIOMYTHEHHS B TSUSHHE
1 4aca.
i Chiorides/ Xnopuasi Not more than 0.5 ppm. / He 6onee 0,5 ppm, <0.5ppm
Nitrates and Nitrites/ | Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

HutpaTel 1 HHTPHUTH

He Gonee 0,00002 % (0,2 ppm).

Sulphates / Cyabthar

Ammonium / AMMoRHii

1 h./ B Teuenne He menee 1 yaca He JOJKHO
HAOMHOIATECA IOMYTHEHHE.,

No turbidity should occur within not less than Bl

- Complies / CooTBeTCTBYET

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

<{.6 ppm
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EGENsENT

CERTIFICATE OF ANALYSIS / CEPTUO®OHKAT AHAJIN3A

| TESTS/OKA3ATE.IH

SPECIFICATIONS / HOPMEI

| Calcium and magnesium /
Kanbimii m maranii

Pure blue color should be observed (without a

violet hue). / JomxkHo HabIOAATEC YACTO

cHHee okpatiBaHue (6e3 ¢uoneTcporo
OTTEHKA).

Heavy metals/ Tsoxenbie
MeTalIbI

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

RESULTS / PE3YJILTATHI
Complies / CooTBeTcTBYET

<0.00001% (<0.1ppm)

|
|

Sterility / CrepuibHOCTD

HHBEKLHH.

Residue after evaporation / " Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii ocTaTok

' Cmuc;ivity/ Not more than 25 pS/cm. / 7 uS/em./
AeKTPONPOBOAHOCTL He Gonee 25 MxCm/cm. 7 MrCn/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/ |
N3saexaempbii 00bem He MeHee HOMHHAILHOTO (He MeHee 2 MiT). 2 Mn

"Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
BaxrepManbLHBble JHIOTOKCHHBLI | injections. / He Gonee 0,25 E3/Mn Boas! a1s <0.25 E3/Mn

Should be sterile. / JlomkHa GbITh CTEPHIBHO,

Sterile / CreprnsHo.

Packaging / Ynaxosxa

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. /
Il¢peyuuHan yIakoBKa

o 2 My pacteoputens (Boda I7ia MHBEKLIHIT) B
aMmmyny w3 OecuserHoro crekna, tam I Ha
BepxHel UAacTM  aMIynb!  HaHECEHA To4YKa
pasoMa OPAHmKEBOro 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. /
[lepByuHAA YIIAKOBKA

Mo 2 mn pacrsopurenst (Boaa juis
UHBEKLHHA) B aMmyny U3
becuBersoro crexnma, Tunr I Ha
BEPXHCH YacTH aMIylbl HAHCCCHA
| Touka [azIoMa OpaHKEBOLO 1IBETA.

Shelf-life / Cpox ronnoctn

5 yeam 5 ner.

Assessment: / 3axmouenue:

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

#1 on 25.04.2023 /

Ceprig cooTseTcTBYET TpeDOBAHHAM HOPMAaTHBHOTO JlokymeHTa JIC-000295-160721,

Hsmenenne Nel ot 25.04.2023,

Ali Ethemoglu

'

Quality Eprl tool/Supervisor
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®
CRGENSENT

CERTIFICATE OF ANALYSIS/ CEPTH®HKAT AHAJIU3A

Name of Product/ Water for injections (solvent) /
HauMeHoRaHMe Mpenapara Boaa ans nHbeKIUil (pacTBOpUTENb)
Batch ne./ Homep cepuu 2216
Amount of product per batch / Pazmep : 86624
cepun
Date of Control / JaTa anannza 1 0472023
Manufacturing date / {ata npoussoacTea :  12/2022
Expiry date /IaTa okoH"1aHHA cpoKa ¢ 1172027
TOJAHOCTH
Water for injections (solvent) / Boga nna wasexnaii (pacTBOPHTED)
TESTS / IOKA3ATEJHA SPECIFICATIONS /f HOPMEI RESULTS / PE3YJBTATHI

Description /Onucanue

Clear, colourless liquid without odor. /
Ipoapavnad GeclBeTHAS KUIKOCTE 023
3anaxa.

Complies / CooTBeTCTBYET

Particulate matter / Mexann4deckne BKIHYeHHA

=25 um particles /

yacTui pazmepoM > 25 MM | He 6onee 600 Ha ammyy.

Visible particles / Should be absent. / [lomKHSI 0TCYTCTBOBAT. Absent / OTCyTCTBYIOT
Buodumvie vacmuyb
Sub visible particles /
Hegudumuvie yacmuypl
>10 pm particles / Not more than 6000 particles per ampoule; / 100
vacTuy pasmepom > 10 MM | He Gonee 6000 Ha ammyny;
Not more than 600 particles per ampoule. / 6

Acidity and alkalinity /

Test sample should pass the test. /

KHca0THOCTE H IeA04YHOCTD I/IcnsnyeMmﬁ 06]3336].[ JOJKEH BEIZCPKHBATE

Reducing substances /

BoccTanasaHBaloHe
BeIlleCTBA

HCITbITaHHE.

Complies / CooTBeTCTBYET

Test sample should pass the test. /
HcneiTyemenii obpazel] AODKEH BHLIEPKHBATE
HCIIBITAHHC.

~ Carbon dioxide
Yriiepoaa THOKCHA

/ He 1o/mKHO OBITh MOMYTHCHHES B TECUCHHE
1 yaca.

No turbidity should be observed within 1 hour. |

Complies / CooTBeTcTBY ST

Comp]i;s_r é_OETBe’_I‘ETBy_eT

Chlorides/ Xnopajbl

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

<0.5ppm

Nitrates and Nitrites/

HuTpaThl H HHTPHTHI

Sulphates / CyandaTm

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

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. /B Teyenue He MeHee 1 yaca He JOTKHO
| HabA0IaThCA TIOMYTHEHHE,

Ammonium / AMMoHni

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

Complies / CooTBeTCTBYET

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTH®OHKAT AHAJIU3A

TESTS / HOKA3ATEJH

SPECIFICATIONS f HOPMbI

RESULTS / PE3YJbTATHI

Calcium and magnesium /
Kanenuii 1 marauii

Pure blue color should be observed (without a
violet hue). / JomxHO HABNIOIATECH YUCTO
cnHee okpamnpanne (6e3 puonerosoro
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Taxennbie
METAJJIE]

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

<0.00001% (<0.1ppm)

Residue after evaporation / Not more than (.004%. / He 6onge 0,004%. ©0.000 %

l Cyxoii octatok

; Conductivity / | Not more than 25 uS/cm. / 6 uS/cm./
DIeKTPONpOBOIHOCTL He 6onee 25 MkCm/cm. 6 MxCm/cM.

| Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
H3paexaemblil 00beM He Menee HOMHHAIBHOYO (HE MeHee 2 M). 2 Ma
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <0.25EU/mL/
Bakrepua/bHbie 3HI0OTOKCHHBI | injections. / He 6onee 0,25 E3/mMn Boap! ans <025E32/ Mn

HHBCKUMH,

Sterility_l C;epn.ﬂbnocn;

Should be sterile. / JloixHa GbITh CTEPUTBHOM.

Sterile / CTe[:_)lf]J'l_BH_O.

Packaging / Ynakoska

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. /

[lepeuunasn vIaKOBKa

Mo 2 Mn pactBopuTes (Boja ANiA UHLEKLHI) B
ammyny w3 Occrserroro crekna, tHn I. Ha
HaHeceHa TO4YKa

BepxHeil YacTH aMmyJbl
pa3oMa OPaHXKEBOI'0 LBETA.

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. /
[lepBuyHagd ynakoska

ITo 2 mMn pacteoputena (Boga mis
HMHBEKIHH) B aMnyny — “3
OeciperHoro crexkna, tan [ Ha
BepxHel HacTH aMmyJbkl HaHeceHa

| TO'Ka pa3noMa opaHKeBOTo LBETa. |

| Shelf-life / Cpoxk ronnocTn

5 years. / 5 ner.

Assessment: / 3akmouenne:

The batch complies with the specifications according to NI JIC-000295-160721, amend
#1 on 25.04.2023 /
CepHa cOOTBCTCTRYCT TpeOOBaHHAM HOpMaTHBHOTO fokyMeHTa JIC-000295-160721,
H3menenue Nel ot 25.04.2023.

Ali Ethemoglu

Quahc G d(wlql $up Eror
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CERTIFICATE OF ANALYSIS / CEPTH®OHKAT AHAJIU3A

Name of Product/

HanmeHoBaune npenapara

Water for injections (solvent) /

Boaa ANA HHbeKO|i (PACTEOPHTEND)

| Particulate matter / MexaHuyecKne BKIIOYEHHS

Visible particles /
Buoumsie vacmuywi

Sub visible particles /
Hesuoumoie vacmuyor

>10 pm particles /

>25 um particles /

yactan pasmepom > 10 MEM

YACTHL pa3MepoM = 25 MKM

Acidity and alkalinity /
KHCI0THOCTE H HIEA0YHOCTE

Batch no./ Homep cepun 32A1
Amount of product per batch / Pazmep 87151
cepHH
Date of Control / lata anann3a 03/2023
Manufacturing date / JlaTa npoussoacTsa 01/2023
Expiry date //laTa oKOH4YAHHA CPOKa 12/2027
TOJAHOCTH
Water for injections (solvent) / Bona 19 unbekuui (pacTaopHTeh)
TESTS / TIOKA3ATEJIH SPECIFICATIONS / HOPMEI RESULTS / PE3YJIBTATHI
Description /Onucanue Clear, colourless liquid without odor. / Complies / CooTBeTCTBYET
TlpospauHas GecliBeTHAA MUAKOCTE Oe3
3anaxa.

Not more than 600 particles per ampoule. /
He Gonee 600 Ha amnyny.

Should be absent. / JiomxHE OTCyTCTBEBaTb. T AbSEWOTC}’TCTBYI-OT
Not more than 6000 particles per ampoule; / 15
He 6onee 6000 na ammymny;

0

Test sample should pass the test. /
HcnbiTyeMBiit 00pa3el A0IKeH BbIIEPKHBATh
HUCTILITAHHE.

_Reducing substances /
BoccraHapaHBalomue
BeICCTBA

| Test sample should pass the test. /
HcneiTyeMBlit 00pa3er J0KeH BEIIEPKUBATD
HCTIBITaHHE.

Complies / CooTercTBYET

- _Complies / CooTBETCTBYET

j Carbon dioxide
¥Yriepoga AMoKCcUA

No turbidity should be observed within 1 hour.
/ He nouyiskno GBITE MOMYTHEHHS B TEYCHHE

Complies / CooTBeTcTBYET

HuTpaTsl ¥ HUTPHTLI

| He Gonee 0,00002 % (0,2 ppm).

Sulphates / Cyabdatni

No turbidity should occur within not less than
1 h. / B Teuenne He meHee 1 Yaca He JOMMKHO
HaIIFOATHCA [TOMY THEHYE,

1 uaca.
Chlorides/ Xnopnasi | Not more than 0.5 ppm. / He Gonee 0,5 ppm. <0.5ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm)}. / <0.00002% (<0.2 ppm)

Complies / CooTBeTcTBYET

Ammonium / AMMOHUA

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

<0.,6 ppm
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A GENSENTH

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

TESTS / IIOKASATEJN

SPECIFICATIONS / HOPMEI

RESULTS / PEJVJIBTATHI

Calcium and magnesium /
Kajanunii H Marnmii

Pure blue color should be observed (without a
violet hue). / JomxkHo HabmOnaThC YHCTO
cuHee okpamnBanue (0c3 (ioreToBOrO
OTTEHKA).

Complies / CootsercTByeT

Heavy metals/ Ta:kenbie
METAJLIbI

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,0000t % (0,1 ppm).

<0.00001% (<0.1ppm)

Residue after evaporation-/ Not more than 0.004%. / He 6onee 0,004%. ~0.000 %
Cyxoii ocTatox
Conductivity / Not more than 25 uS/em. / 1 pS/em./ o
JJ1eKTpPON POBOAHOCTD He 6onee 25 MxCm/eM. 1 MECM/cM.
Extractable volume / Not less than iabel claim (not less than 2 ml). / 2ml/
Hapaekaembiii 00bem He MeHee HOMHHANBHOTO (HEe MeHee 2 M). 2 Mn
| Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <025EU/mL/ '
injections. / He Gomee 0,25 ED/Mn Boabl 1is <025 E3/Mn

Bamepna.ubﬂble IHAOTOKCHHBI

HHBEKUHH,

Sterility / CrepaasHocTh

Should be sterile. / J[oyxHa GBITh CTepPUITHHOI.

Packaging / ¥naxoska

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. /
[leppuaHas ynaKkoBKa

ITo 2 Mn pactBopurtena (Boaa I HHBHEKIEH) B
ammyiry H3 Occusernoro crekna, THn 1. Ha
BepXHel 4YacTH aMIlyAbl HAHECEHZ ToYKa
paznoMa OpaHKEeBOTO LBETA.

Sterile / CrepunsHo.

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. /
IepButunas yTiakoBka

To 2 mn pactBopuTens {Boja miA
WHBEKUHI) B amIyny M3
BecupetrHoro crexnma, THH 1. Ha
BepxHell 4yacTH aMmy/bl HaHeceHa
TOYKA PA2I0MA OPaHXKEBOTO LIBETA.

e e —

Shelf-life / Cpox rogHocTH

5 years. / 5 ner.

Assessment: / 3akmovyeHne:

#1 on 25.04.2023 /
Cepua cooTBeTcTRYST TPeDOBAHKMAM HOPMAaTHBHOTO AoKyMeHTa J1C-000295-160721,

Hamenenue Nel ot 25.04.2023.

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

Ali Ethemoglu
!

[l

Quality Cﬁfﬂl:l Supervisor

fn
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