CERTIFICATE OF ANALYSIS / CEPTUOPHKAT AHAJIU3A

Name of Product/
Haumenosanne npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepun

Date of Control / lata ananu3za

Manufacturing date / Jata
NPOH3BOACTBA

Expiry date /JlaTa oxonuanus
CPOKA FOAHOCTH

TEXARED, lyophilized powder for injection after reconstitution,

20mg/

TEKCAPEA®, muodianzaT 418 NPHrOTORJIEHHA PACTBOPA 1JIs

HHBLEKLHH, 20 Mr
24106311A

42.063,000

10.2024
09.2024

08.2027

TESTS / IOKA3ATEJHA

' Appearance / Onucanue

SPECIFICATIONS / HOPMbI

RESULTS /
PE3YJIbTATHI

Yellow with greenish tint lyophilized powder. /
JInodunuznposadHelli THOPOLIOK KEATOTO ¢
3€NIeHOBATHIM OTTEHKOM 11BCTA.

Complies / CooTBercTByST

Identification / IloaHHHOCTE

Tenoxicam by HPLC /
Tenoxcuxam (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 (see “Related
substances”, determination of single impurities
and total impurities (254 nm)). / Bpems
VOSpKHMBaHUA ~ NUKA  TCHOKCHKaMa  Ha
XPOMATOTPaMMe HCIBITYEMOFO pacTeopa
ADOIDKHO COOTBETCTBOBATH BpeMeHH
YIepKUBaHMS THEA ~ TCHOKCHKama  Ha
XPOMATOrPaMMe CTaHIapPTHOTO pacTBopa (CM.
«PoxcTeennble TPHMECH, oTpefieNeHHe
eMAHWYHBIX TIpHMecell W CyMMmEl OpuMeced
254 Hm)).

Complies / CooTBeTCTRYET

Tenoxicam by UV-
spectrophotometry / Tenokcuxam
(Y-
crermpoomomempuieckuil)

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). / VYd-criexrp
MOTTOLIEHHA HCIEITYEMOTO pacTBOpa,
NPUTOTOBIGHHOTO TN KOTMMECTBCHHOTO
ollpefencHus, B obmacta or 230 oM mo 400 aM
JOIbKeH MMEeTh MAKCHMYMBI NP JUTMHAX BOJIH
257 = 2HM, 285 + 2HM ¥ 368 £ 2HM (oM.

«KonuuecTBeHHOE ONpPCICICHAC TEHOKCHKaMH»).

Complies / CooTBeTcTRYET
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

TESTS / TIOKAZATEJIHA

Sodium metabisulfite /
Hampun memabucynsdhum

SPECIFICATIONS / HOPMBI

RESULTS /
PE3VYJIBTATHI

| 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. / Bpems yaepHBaHMA MHKa
HaTpHA MeTabHCYMBpHTA HA XPOMATOrpaMMe
HCTIBITYEMOTO pacTBOpa JIOJIKHO
COOTBETCTBOBATE BPCMEHH Y/ACDIKHBAHUS ITHKA
Hatpusi MeTabucynpdHTa Ha XpOMATOrpaMMe
crapgapTHoro pacteopa (oM. «KOonHUeCTBEHHOS
OIIpefieneHne HATpUs MeTa0UCYabITa ).

Comptlies / CooTBerciByeT

' Dissolving time / Bpema
pacTBOpPERHA

| Appearance of Reconstituted
solution / OnHcanune
BOCCTAHOBJICHHOIO PacTBOpA

" Solution clarity /
IIpospatuHocTs pacrBopa

Solution Color /
IeeTHOCTE: pacTBOpa

pH

Not more than 60 seconds., / He Gomee 60
CCKYHL.

20 sec /20 cek

' The product should dissolve completely without

of undissolved particles and visible particulate
matter. The solution should be clear. / [Tpenapat
JIOIDKGH PpACTBOPATHCA TIOJTHOCTEEO c
OTCYTCTBHEM HEPACTROPEHHEBIX dacTui, O3
BUIHMBIX MeXaHHYECKHX BKIIHOucHHH. PacTBop
JOIKeH OBITE PO3PAYHBIM.

Complies / CooTreTcTRYeT

The product solution should be clear. / PacTeop |

npernapara A0KeH OBITE MPO3PATHEIM,

The product solution should not be more
intensively colored than the reference solution
(Y. / CrencHs OKpackH pacTBOpa Ipenapara He
JOMKHA IpeBEIUATE 3Tanod GY.

7.51010.0. /01 7,5 no 10,0.

Particulate matter / MexanH4ecKHe BKIIIOUEHHS

Visible particles /
Budumure vacmunye

Subvisible particles /
Heguoumure yacmuyp

=10 pm particles/

=25 pm particles/

Hacrul pasMepoM = 25 MKM

YHactuit pazMepoM > 10 MEM

Should be absent/ JomkHeI OTCYTCTRORETD

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

Not more than 600/vial. /
He Soaee 600 va $maxon.

Complics / CooTBeTcTBYET

Complies / CooTBeTeTBYCT

9.2

Absent /OTCYTCTBYIOT

265 / vial
265 / pmakon

1/ vial
1/ dmaxon
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CERTIFICATE OF ANALYSIS/ CEPTU®HUKAT AHAJIM3A

TESTS / IOKA3ATEJH

SPECIFICATIONS / HOPMbI

RESULTS /
PE3VILTATHI

| Related substances / PogcTBeHHbBIe npaMecH

i E-aminopyridine /
2-aMUHONUPHIUH

Individual unidentified impurity /
Enpnnynas
HEHASHTH(HIHPOBAHHAA IPUMECh

Total impurities /
Cymma mpumeceii

Uniformity of dosage units /
OanopoaHoCcTL N03HPOBAHHS

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

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

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

Not detected / He |
oBHapyXcHa |

Not  detected / He |
obHapy:xeHa

Not  detected /  He
obHapyKeHa

The Acceptance value (AV) should be not more
than [5.0. / Tlokasatens mpuemneMocti {AV)
IoDKeH ORITH He Gonee 15,0,

AV=1.3 (n=10)

Water /Bona

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

1.3%

Bacterial endotoxins /
BakTepnanrHbie 3HAOTOKCHHE]

Sterility /CrepuasnocTs

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

<0.128 EU/mg /
< 0,128 E3/ Mr

| Should be sterile. / JomxkeH GHITE CTEPUITBHEIM.

| Assay / KosimuecTBennoe onpeaenenne

Tenoxicam / Tenoxcurxam

90.0% to 110.0% of Cy3HN304S; (tenoxicam)

of label claim. / Or 90,0% mo 110,0% |

C13H11N3048; (TeHoKCHKaM) OT HOMHHANBHOTO

| COmCPKaHNUA.

| Sodium metabisulfite /
Hampua memabucynvgpum

| 85.0% to 110.0% of Sodium metabisulfite of the

label claim. / Or 85,0% ao 110,0 % narpus
MeTabucyphuTa oT HOMHHAIBHOIO
CONEpHaHus.

Sterile / Creprunen

99.7 %

97.1%
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

| TESTS/HOKA3ATEJIH
Package / ¥Ynakoeka

' Shelf-life/ Cpox rommocTh

-! SPECIFICATIONS / HOPMbI

| 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 alumimun cap. /
IlepBHdHAs Y TAKOBKA
Ilo 20 Mr TeHoKcHKaMa BO (UIAKOH H3

BecLBETHOTO cTEKIIA THO 1
YKYHOPCHHBIA npofKoii A3
OpoMOYTHIIOBOH  pE3WHEI,  ODMkKaToM

ATHOMHHHEBBIM KONMAYKOM ¢ KOHTPOAEM
NEPBOrO BCKPBITHA H IINACTHKOBBIM

RESULTS / PE3YJABTATHI

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. /
IlepBrynas vakoBka

Ilo 20 Mr TeHokcukama BO QIakoH M3

OecHBETHOTO CTekna THIT I,
YKYTIOPEHHBII npodKoi u3
OpoMOyTHNOBOH  pesuHEl,  o0MKaTOH

ATIOMHHHEBEIM KOJIMAYKOM ¢ KOHTPOJICM
TIEPBOT0 BCKPBEITHA ©  IINMACTHKCBLIM

TESTS / MOKA3ATEJNA

Kit package / ¥Ynakoeka
KOMIL1eKTa

Labeling/ Mapxuponxa

JHCKOM MOBEPX ATFOMUEMEBOTO | JHCKOM MOBEPX AMFOMHHHEBOTO
| KOJmadKa. Konauka.
3 years. / 3 roga.
KIT / KOMIIIEKT
SPECIFICATIONS / HOPMEI | RESULTS /PE3YJIbTAThI
Secondary package 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 vrakoBka

Ilo 3 d¢nakona c npenmapatoM u 3
aMITyAEl ¢ PAaCTBOPHTSISM MOMELIAKT B
KacceTy M3 NOAMBUHHUAXIOPHIA.

1 kacceTy BMecTe ¢ HHCTPYKIHed mo
IPUMEHESHHUIO TIOMENIAT B  HAYKY
KapTOHHYI.

According to the ND, / B cooTBeTCTBHE
¢ HOPMAaTHBHOH AOKyMeRTaluueii.

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. /

BropryHas yrakoBka

ITo 3 ¢rnakona ¢ mnpemapatoMm u 3
aMIyNbl ¢ PacTBOPUTENEM ITOMELIAIOT B
KacceTy M3 TONHBUHHMXIOpuaa. |1
KaCCETY BMecTe ¢ HHCTPYKUHEH mo
OpHMEHEHHIO TOMEINAIT B MUKy

KApTOHHYIO.

Complies as prescribed / CoorBeTcTBYET
TpebOBaHUAM
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CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

Kit storage /
X paneHite KOMILIeKTa

| Kit shelf life /
CpoK roZHOCTH KOMILIEKTA

For conficuration 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. /

Ll ynakosku 110 3 (UIaKOHA ¢ MpenapaToM B 3 aMily bl ¢ PaCTBOPHTENEM B
Kaccere:

B opurunansHeli ynakoske ((akoHs! ¢ NpeNapaToM A @MITYJIBL C PACTBOPHTENEM B
Mmavyke) npy TeMueparype He Boie 25 °C.

3 years. The kit shelf-life is determined by the shelf-life of the medical product for
human use. / 3 roga. Cpok FroqHOCTH KOMIJIEKTA ONPEAENIETCA CPOKOM NOAHOCTH
JeKapcTBEHHOrO TIPEMaparTa Ay MEAHIHHCKOTO IPHMEHEHMS.

Assessment: / 3agmoueHue:

The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /

Cepua cootBercTBYeT Tpe0OBAHHAM HOPMATHBHOTO MokyMenTa JIC-000295-
160721, U3menenwne Nel or 25.04.2023.

| API name (INN) / nanmencsanne A@C (MHH): Tenoxicam / TeHoKcHKaM ]
API manufacturer batch number / 92035723

| Homep cepun nponzeoantens ADC:

| FP Manufacturer API Batch number / 23111680
Homep cepun cyGeranuuu npouzsoautens I'JIM;

| API Manufactured by & country / Edmond Pharma S.r.L., Italy / '
HOponszsoautens APC, cTpaHa: Oamonx ®apma, C.p.JIL., Utanus

Quality Control Stipervisor

_;.r_;_‘.{i X
-

LI T 4oz,

&
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GENSENT

CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIN3A

Name of Product/
HanmMeHoBaHHe NIpeHapaTa

Batch no./ Homep cepun

Amount of product per batch / Pazmep

cepum

Date of Control / laTa ananuia

Manufacturing date / JlaTa npon3soacrsa

Expiry date /Iara 0xOHYAHHHA CPOKA

TOAHOCTH

Water for injections (solvent) /

Boja Ana MHBeKIHi (PAaCTBOPUTEND)

42C6
90483

07/2024
0372024
02/2029

Water for injections (solvent) / Bona nna nHbexknunii (pacTBoOpHTER)

| TESTS/MOKA3ATEJH
Description /Onucanne

SPECIFICATIONS / HOPMbI

Clear, colourless liquid without odor. /
[Tpo3paynas DecnBeTHAS XKHUAKOCTE O3
3amaxa.

Particulate matter / Mexann4eckHe BKIHYEHHS

Visible particles /
Buoumwie vacmuyn

Sub visible particles /
Heeudumpre yacmuyor

210 pum particles /
qacTHL pa3MepoM = 10 MEM

>25 um particles /
YACTHIL PA3MEPOM = 25 MKM

" Acidity and alkalinity /
KucnorHocts H IeJOYHOCTD

Should be absent. / JIoMKHE 0TCYTCTBOBATE.

RESULTS /PE3YJIbTATBl |

Complies / CooTReTCTBYET

Absent / QOTcyTCTRYIOT |

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

Not more than 600 particles per ampoule. /
He Gonee 600 #a aMmnymy.

Test sample should pass the test. /
Henwrryembiil ofpasen 1oN#eH BEIISKHBATE
MCTIBITAHHE.

Reducing substances /
BoceraHaBJIHBaWIIHE
BeLHecTBa

| Carbon dioxide
¥Yrnepona AHOKCHA

Test sample should pass the test. /
Hcnwsimyembnii obpazen oKeH BRIAEDKHUBATD
HCTIRITAHTE,

Complies / CooTBeTCTBYET

Complies / CooTeeTcTBYET

No turbidity should be observed within 1 hour.

/ He momxHo OBITh TOMYTHEHHS B TEHSHHC
1 gaca.

Complies / CooTBeTCTBYET

[ Chlorides/ Xaopuabi
' Nitrates and Nitrites/

HuTtpaThl H HHTPHTBI

Not more than 0.5 ppm. / He donee 0,5 ppm.

<(.5ppm

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

Sulphates / CyasgaTsi

Ammonium / AMMoHMH

No turbidity should occur within not less than
1 h./ B TeuecHne He meHee 1 yaca He JOIKHO
HabMoOaTECA IOMYTHEHHE.

<0.00002% (<0.2 ppm)

Complies / CooTBeTcTBYET

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

<0.6 ppm




®
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

TESTS / MOKA3ATEJH
Calcium and magnesium /
Kanpumii u maruuii

Heavy metals/ Tamxenante
MEeTaJLIbI

SPECIFICATIONS / HOPMH

RESULTS / PESYJIBTATBI

Pure blue color should be observed (without a
violet hue). / Jomxao HabIOIATECE YHCTO
CHHee okpariysaHue (0e3 hHoneToBOro
OTTCHKA),

Complies / CooTBercTBYET

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

<0.00001% (<0.1ppm)

Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. (000 %
Cyxoii ocTaTok

Conductivity / Not more than 25 pS/em. / 5 uS/em./
JN1eKTPONpOBOIHOCTL He Sonee 25 mxCw/cm, 5 MECwM/cM.
Extractable volume / Not less than label ¢laim (not less than 2 ml). / 2ml/
H3sackacmblii 00bwem He MeHee HOMHHAIBHOTO (He MeHee 2 ML), 2Mn
Bacterial endotoxins / - Not more than 0.25 EU/mL of water for <025EU/mL/
BakrepHaabHbie JHIOTOKCHHBE | injections. / He Gonee 0,25 ED/Mn Boas! ama <0.25 ED/Mn

HHDLEKIHE.

Sterility / CTepiiabHOCTE

Should be sterile. / lomxua ObITh CTEPUIBLHOIA.

Packaging / YnakoBka

Primary package
2 mL of the solvent (water for injections) in a

coloriess glass ampule type 1 with an orange
one-point-cut at the top of the ampule. /
ITerBriHadA Y IAKOBKA

[To 2 Mn pacTeopuTens (Boga INA HHBEKIHI) B
amIyny W3 OecuBerHoro creknma, THn I. Ha
BepxHEH YacTH aMIyJdbl HAHECEHA TOYKA
DazNoMa OparmXeBOTO LIBETA.

Shelf-life / Cpok rognoctn

5 years. / 5 ner.

Assessment: / 3axmouenye:

Sterile / CrepunsHo.

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, /
IleprUyHas vIAKOBKA

Ilo 2 Mn pacTeopuTensd (RoAa Ui
HOBEKIMA) B aMmyily 3
OecuperHoro crekna, tan [ Ha
BEpXHeM YACTH aMITylbl HaHeCeHa
TOUKA [1A3/10MA OpaHAKEBOTO LIBETA.

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

#1 on 25.04.2023 /

Cepus cOOTBETCTBYET TPeOOBAaHMIM HOPMATHBHOTO JokyMeHTa JIC-000295-160721,

Himenenne Nel ot 25.04.2023.

Ali Ethemoglu

Quality {o jrol Supervisor

m@ icaret A.S

llag Sa{dy

29 il -
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Ad GENSENTA ILAC SAN. VE TIC. A.S.
Company Name
Mostahzar ad ¢OZ0CU ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Oritn stok ad 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock rame 2 ML GNT ENJ.SU DR REDDYS AMP.
Partl numarasi 42C6 Is emri no. | 2024001865
Batch mimber — Momufacturing arder. |
Gretim tarihi | 25.03,2024 Son kullanma tarihl |02.202¢
Manufacturing date | Lxpiry date |
Miktar |20.483 Sar] Boyu |200 W/ 93.023
Quantity Batch Size
Analizler Spesifikasyonlar Kabul kriteri Sonuglar
Analysis Specifications Acceptance criteria Resuits
'G_Erﬂn_u,ﬁ T |Berrak, renksiz, kokusuz likit Uygun
A cegrance Clear colourless edoriess solution Com. lies
pH{25+£2°C) | 5.0 - 7.0 arasinda olmaldir. 6.2
. st be between 5.0 - 7.0
Asitlik ve bazlik Eger gizelti rengi san iss, kirmezt | Uygun
Acidity and alkalinity olmalidir. E§er gbzelt! rengi Kimizt | complies
ise, san olmahdir.
If the solution is yellow, 1§ must be red. Ifthe
____ solution Is red it must be veliow. e
Indirgen madde Uygun olmahdir Uygun
COxidisable mbstmees Musteomah Comolies
Klorlr 0.5 ppmden fazla olmamalidir. <0.5
Chiloride Must be not more than 0.5 —m
Nitratlar 0.2 ppmden fazla olmamalidir. <0.2
Nitrates _ Liust be not move than 0.2 r+m -
Sulfat 1 saat iginde kalint berrak gzetti |Uygun
Sulfate almalidir, Compliex
The result should be a clear solution within
1 hour.
Amonyum 0.6 ppm'den fazla olmamalidir. <08
Ammoniun Must be not more than 0.6 nem
Kalsiyum ve Magnszyum Cozelti saf mavi renk olmalidr, Uygun
Calclum omd Maenesivm b Sadunion meurs b mune e colowe | Do — — —
Agir metaller .1 ppm (% 0.00001)den fazla <01
Heqvy metals clmamalwdir.
| Must be not more thar 0.1 1:m -0.00001 % -
Buharlagma kalintisi % 0.004'den fazla olmamaltdir, 0.000
Reyxidue on evuroration Must be not more than 0.004 % |
Kondaktivite {25 £ 1 °C) 25 pSiem'den fazla olmamalidir. 4
Conductivl.v 251 & | Must be not more than 23 + Sem 1 o
| Dolum hacmi I 2 mi'den az olmamalidir. 24
| Liltin - valumg ————  Muusz ot be less than 2 mi |
Gézle goroiebllen partikll Goérinr partikal igermemelidir. Uygun
| Visibie rarticles _ Must be 'ree from visible articles |V onr les
Sterilite Steril olmak | Steril
lSter{Ilu Must be sterile | “terile o
iBakteriyei endotoksin ml.'sinde 0.25 IU'den az olmalidir | <0.25
o orans MTD.URNOO875/00
e,,"erenc_e 1 S
Sonug T.C. Saflik Bakanhif) Beseri, Tibbi Urlinler Imatathaneleri lyi Imalat Uygulamalan (GMP) Kilavuzu'na
ve 0riln ruhsat spesifikasyoniarina uygundur.
Conchusian The batch compiies with Repubiic of Turkey Ministry of Health's "Good Manufacturing Practices (GMF) jor Human Medical
Products’ Manufacturing Sites Guideline and its license specifications.
Agiklama TNA S —— =
Expianation : ~
]
{ ) S| _ =
o " ' -
imzarTarih signaturerate ¢ Wb eLETel / ‘ Karar Decision
v ain pence Muddfu
Ona ! S Kabul J Release
¥ Approva Qualp~ssirance Manager
’ 22.04.2024
Sayfa No f Page Nr: 172




ANALIZ SERTIFIKASI

CERTIFICATE OF ANALYSIS
Firma Ads GENSENTA ILAG SAN. VE TIC. AS.
Company Name
Mustahzar adi ¢OZUCO ENJEKSIYONLUK SU 2 ML AMPUL
Product nome
Urin stok ad: | 2 ML GNT EN..SU DR.REDDYS AMF.
Product stock name 2 ML GNT ENJSU DR REDDYS AMP.
Part numaras 42C6 | 1g emri no. 12024001865
Barch number — | | Mamyfacturing order. |
Uretin tarihi 25.03.2024 San kKutlanma tarihi 02.2029
Manufaciuring date ) Expiry date | -
Miktar 90.483 Sarj Boyu o 200 It/ 93.023
Quaniity | Batch Size |
Analizler Spaesifikasyontar Kabul kriterl Sonuglar
Analysis Specifications Aeceptance crileria | Results
Bacterial endoloxln | Must be less than 025 10 lnvermL —— — = —
Partikil bOyQkiGg0 vo savisi => 10 | < 6000 adet/ampul 151
Hm < 6008 parsiclesfampoute
Particle size and count => 10 vm _ L o 1
Partik(l blyOkligd ve sayis => 25 | < 600 adet/ampul 1
pm < 600 particles/ompoule
Particle size and count => 25 .m _

Referans MTD.URNOOB75/00
eference
Sonug | T.C. Saglik Bakanhd Begeri, Tibbi Uriinler Imalathaneleri lyi Imalat Uygulamalan (GMP) Kilavuzu'na

| ve Orin ruhsat spesifikasyontanna uygundur.
Conclusion | The batch complies with Republic of Turkey Ministry of Health's "Good Manufacturing Practices (GMP} for ifuman Medical

Products' Manufacturing Sites Guideline " and its lcense specifications,
Agiklama LnA
Explanation | o~
R )
ImzafTarih Signature/Date Ka- 1&1(.3\?-.-. éMudur'u t Karar Decision

Onay approval Cuality },, furetice Manager Kabu! / Release
| 22.04,2024

SayfaNo/ Page Nr: 212
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UYGUNLUK VE SEVK IZiN BELGESI

CERTIFICATE OF CONFORMANCE AND SHIPMENT RELEASE

iMZA: E’ ,&,f_';:g;:::?

Signature

FIRMA : URON MUSTAHZAR ADI: PIYASA:
Company Product name Market
6”'1' P D S
Gordas EATRWIMo MUK Sd 2 AMP UL Rycya

Is EMRI NO: PARTI NUMARAS!: SEVK MIKTARI:
Work order number Batch number Quantity of shipment

Jenyo0 1865 e 90.483
— — e — ———— —

KALITE GOVENCE - (\UALITY ASSURANCE
Dokiiman Tipi U | up ! uY |Dokiiman Tipi U |up|uy
Tupe of Document C NC | NA |T-reof Dacument C NC | N4
Analiz Sertlfikas; X Etiketieme [ ] Baskiit AmpuliFlakon[ |-
Certi/kcate for Analvsis L Labetiny Printed Amy oule/Vial “
Kalite Kontrol Kayitlan (KKL+MBL) L Kapak Inkjet Bash
ualis: Control Records £ /C+MBL) Cap Inkjet Printing o L~
Uretim ; Blisterleme Kutulama -
Munsactiring L Bisterins - Boxinp -
Proses validasyon [ Ticari [ -| Diger: Flyat baskis1 Var [ Yok 7!
\Fracess validadon ~ Commercial Other '\% Price -rint Exisnt Not Exist
Karekod varligr: Var [7] Yok [ Parslyel sevk Evet [ ] ‘Hayir [
\Exdsience o/ 2D code Exiat Not Exise Partia] Skipmeny Fes No o —
Gdziicil varhg: Var [] Yok B Varsa; Parti numarasi: N SKT: pMria-
Existence o! diluent Exist NotExit  Iramv  Batch number - . Expiry date
Sapma varhg: Var D Yok “ Varsa; Sapmano:  \ug 7 “
| Eritimre of Deviation Exist Not Exist Iran. Deviation namber
KONTROL EDEN (Uriin Serbest Birakina = KG) - CONTROLLED BY (Product Release - A}
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| Signanere L - __| Nt Compty
e—— ————— e —_— ——
Bu Uriin, T.C. Safjik Bakanhg giincel GMP Kilavuzu ve EU GMP gerekiiliklerine, miigteri fle imzalanan
giincel Kalite Anlasmasina ve misteri tarafindan onaytanan iiretim velveya ambalaflama protokollerine
uygun olarak {iretilmig ve/veya ambalajlanmigtir.
The batch kas been maxnfactured andor packaged according to Turkish Mokl current GMP guldeling and EU Good Manufacturing Practices,
and current approved Quality Agr t and ifacturing and/or packaging instruction approved by the coniract giver.
|MESUL MUDUR ONAYI « QUALIFIED PERSON APPROVAL ' EVK EDILEBILIR
. . CAN BE SHIPPED
Isiv: Kb liknur Ayoni paRiH; ) $ARTLI SEVK EDILEBILIR %)
Namse MES | Muar Dase l 2024 ‘ CAN BE CONDITIONAL SHIPPED
imza: | Qualfi e;erson KARANTINA SEVK EDILEBILIR (1
ature A A A CAN BE SHIPPED UNDER QUARANTINE
{* ligili beigeler ﬁ‘rém/kaydma eklenmigtir.} SEVK EDILEMEZ
|(Refated decuments kuve been added 1o the MBR). C4N NOT BE SHIPPED
ACIKLAMA: ),
|EXPLANATION

U: UYGUN - c: Complies  UD: UYGUN DEGIL - Mc: Mot Compty UY:UYGULAMASI YOK- Nd :Not Applicable
Oretim Yerl AdresUisiue Address: Mefor lag Sanayl A.§. Ramezanogiu Mah. Ensar Cad, No:20 TR-34906 KurtiyiPendiystanbulTirkiys
Uretim Yeri kzin Belgasi Nefduh No of Mansfaciuring Livence: TRIUY/2020/34-5
GMP Uygutiuk Sertifikas! No/Ne of Cersificate of GHP Conpliance | (TR) TRIGMPI2023/25; (TR-ENG) TRIGMP/2023/26
DK H 10000650; (EU) DK H 00114518;  (HALMED) 530-10/23-06/05; 381-13-08/310-2311

Form No : 634/25 PRS.KGI00001 Ek 1(App.1)
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BATCH DOCUMENTS REVIEW CHECK LIST

RRRHHT NG FTE SUT RIS

i Gt et Dl CEPBY S ~ 240 i/ 2 b Gace
'ENT.ES\.‘

[0 | GENEL KONTROLLER
NC | GENERAL CONTROLS

u
A
o Orantn Dretim Protokol0 velveys Ambala] Protokoli'ne uygun olarak galmibdifn kontrol ediidl.
Jt was controlied [f the produci Is producer eppraprimtaly ding o the g protocal.
L] | Uratim-Ambalajiama-Kallto ) | kayitlarinin yatidi bnzalan kontrol sdildl,
The amfioeized signotires of the manufiearing records were controlled.
Verlm ve bilango hessaplannin dafrubuiu kentrol editdi,
The of vicld and reconciladon celculations were controlied.
Sayfalann bllangosu kontrol adildi.
Reeanctliailon of pages were confrolied,
Uriinis Tiglll deggigiklikier kantrol ediidi. Var Yok
The produce refated change controls wers coatralled, Exist Nof exist
Sofjuk zincir Orln valveya h dederin gakl kegultan kontrol adild),
The storing conditions of eold chaln raw matertals end/or produsts were controffed.
Sofuk zincir Urlinin sofuk sda digmeda kalina adtes], palet hazinda kaniro] edildL
The aprrapriorencs of the thueant refrigeration was contralled for cold chain praduct's ench patlet,
Dretim Protokotll ve Ambalel Pretekellimiin tim sayfa numaralars e kayitiann uygunlitgu kontrol edifdl. ayfa BayIs|
AR page musthers of MBR's and Pockaging Records aud the suttabifity of the records were checked. Number of pages
Iy smirl numarass kontrof edidl.
Workorder monhers were checked.
Csjinal diretim kellinds gagal yhalann uy B va dofrulogu kentrol ediidi {varza)
The ¢ and w of the poges reproduced in the orighnel preduction protocol were cheeked {f anv)
URETIM KAYITLARI
MANUFACTURING RECORDS
] ‘Tartim keytisvinem dogrulugu kontrol ediid,
il | The acuracy of welghing recordds weve conirolied.
1] Kutlemlan kezenlarn dedike olduwu kontrol sdildl,
U | howas checkud that the vesyels to be used are dodicuted,
Filtrelerin sterikzasyon g ve fllire test sonuglan kentrol edlid] [Azot, hava, su, lidin ve alkol fie)
i« | Compatibility of print of filier sterificattons nnd filter tntegetiy rest resvlis weve contelfed TR aftragen, oir. waler, product ve alcohol)
i Parsonalin dolum alaninda kalma sGres] kemtrol edidl (Limit: Maksimum 2 saat),
The i wark rime, those peesonuel hawe buen in the [illing area, was cortrolled fLimit: Maximum 2 bours).
Sterflizagyon ve lesk test] sonuglan kontrol ediidi.
-~ Sterllfization and feak test reswlis were conralled,
Liyofilizasyan 8nces! va sonrasi Integrits test giktilan konirol edidl (varsa)
e Before and afier ophilization integriiy printot Is ehecked (i any}
__ Liyofilizasyon gktilannon uygunlifu kontral edildi {versa)
Compliance of fvophilteation ontpiir checbed (if any}
£ BB, PMS giktilannm uygunlufu kentrol adiid] {varsa)
The compliance of the BMS, PMS oiputs reswlts were checked (1f any)
IPK senuglannin uyguniuu kontrol edildk.
The compliance of the IPC resultr was checked,
! Optik kentro! kayttlannim uygunlugu kontrol adildl
¥ _| The sudability of the eprical inspection records was checked.
Boy ampulifiaken baskulanmn spasifikesyona ve kyemrine uygunlugu kontro! edildi.
Tite compailhliine of empry ampeuleiviol priniouts with speclficarians and orders were contrailed,
Etiet baskilanmn spesiffikasyona v isemrine uyguniugiv kantred edlidi.

AN st ‘]]—

¥

- The compaiibility of labellug printaris with soecificaions and orders were coatrolied,

Kapak Ink|st bashe bilgllar kontred ediidl.
= Cetp tnifet priniisg informotion checked

AMBALAJ KAYITLAR|

FPACKAGING RECORDS

5] glemlerinin Ambalaj Spesifikasyonu’na uyguniufu kontrol edill,
Dl The compatibility of perfurmed packaging uperations 1 the Pockaging Spec {fication was contralled,
k baskil speeifikasyona ve igemrine uyg kentrol edidi.

b Tha compaiibility of materiols” printouts with peclfleations and orders were controfled,

(| Kerekad misdan dogrulands
== | 2D Barcod't opount was verified

Karekodlu Urin kutu basfa bliglieri, verifikasyon giktilar, Ambatal Spastfikesyors kargilaghmah kontrol sdild),
The campatibilily of prinis I bozes, verification printoutr and Packaging Specification was contralied compararively.

e | Blisterdl finiin bilangosunum variifn va dofrulugu kontrol ediidl,
r The precense and accuracy of recencilation calculations biistered prodici were controlled.
KALITE KONTROL KAYITLARI
QUALITY CONTROL RECORDS
Anallz sonuglarnin sertifkadaki limilere wyguniugu kontrol edidi.
. 1 was couteniled if the analysis renilts were oppropriate withix the Halis of the certificaie.
bl Corg Plus Verl Girlgl v Ststem Audit Trakl Kentral Formu anayy kentrol edildl.
L sl Appravel of Core Plus Data Recard and System Audil Tratt Contred Form war controlied.
MIKROBIYOLOJIK KONTROL KIMYASAL KONTROL
MICROBICLOGICAL CONTROLS CHEMICAL CONTROLS
Starfifte tagt! kontrol formu Kimyasal analiz doklmanlan
L Sterifigy text form Chemical analvsis documenis
o Bahterlal Endotoksin {LAL} tasti formu
Bacterial Endatoxin (1AL) test fore
A Likit partik(i testi formmu FIZIKSEL KONTROL
Pariiele cotml rest form Pi CAL CONTROLS
l'/ Bloburden formu Bulk {irlin AQL formlan
Biaburdien form Bulk produses AQL forms
Toplam miékroorganizma sayim formy Primar ambata) matzemast kontrol formlan
=] Total micranrganlim count forat Control forms of primer packnglng maieriafs
= Miktar tayinl formu
Asvay form
Gevre ve peraond kettro! tommlan
Eavirenental and personnel control resiilis
ORON SERBEST BIRAKMA BOLIMD:
Product Release Department Nalan Tastan Serttag
UYGUN
KONTROL TARIHL: 2 2 / ONAY TARIHE: 2 2 "MI“ ZDZZI Q’ Complies
Coriroliing Dare 1 - H i 292[; Approval Date
o= UYGUN DEGIL
{Mza: IS D ot comply
| Signarsie
U: Uygun UD; Uygwn -edil
C: Complies NC: Not comphye

F.1103/30 PRS.KGOO0CO1 Ek 2(App.2)
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CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIN3A

Name of Product/ Water for injections (solvent) /
HaumeHoBaAHHe MpenapaTa Boaa pjia MHbeKUHi (PacTBOPHTEIb)
Batch no./ Homep cepun 42D1
Amount of product per batch / Paamep 89650
cepHH
Date of Control / Mara anaimza 07,2024
Manufacturing date / Jlata npoussoacrsa 04/2024
Expiry date /IaTa okonuaHus cpoka 03/2029
TOAHOCTH
Water for injections (solvent) / Boga nis unbeKkumii (pacTBopHTe L)
TESTS / IOKA3ATEJH SPECIFICATIONS / HOPMBI

‘ Clear, colourless liquid without odor. /
Tipospaunas GeciBeTHad JKHAKOCTE He3
3araxa.

Description /Onucanue

RESULTS / PEIVJIBTATEBL

Complies / CooTBeTCTBYET

Particulate matter / Mexanw4eckue BRAKYEHUS

Visible particles / | Should be absent. / JIOIDKHBI OTCYTCTBOBATE.

Budumvre yacmuyst

Sub visibie particles /
Heguoumvie uacmuyol

Not more than 6000 particles per ampoule; /
He bonee 6000 Ha amMnoyay;

=10 pm particles /
JACTHIL pasMepoM = 10 MEM

>25 pum particles /
YACTHIL Pa3sMEpOM =~ 25 MKM

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

Acidity and alkalinity /
KuenoTHOCTE M IIEN0YHOCTh

Test sample should pass the test. /
HcnreiTyemelii obpa3zel 40MKEH BELIEPKHBATD
UCTIBITAHHE.

Absent / OTCYTCTBYIOT

Complies / CooTBeTCTBYET

| Test sample should pass the test. /
Henerryemsiii obpaseli AoMkeH BRIAEPKHABATE
HCIIBITAHHE.

Reducing substances /
BoccranaBanpawmne
BelecTBa

| Carbon dioxide No turbidity should be observed within I hour.

Complies / CooTReTCTBYET

Complies / CooTBeTCTBYCT

Yriaepoaa THOKCH]T / He momwno OBITE TOMYTHEHHS B TEUESHUE

1 vaca.
Chlorides/ Xnopnabl | Not more than 0.5 ppm./ He Gonee 0,5 ppm.
Nitrates and Nitrites/ | Notmore than 0.00002 % (0.2 ppm). /

HurpaTh! 1 HHTPHTBI | He Gonee 0,00002 % (0,2 ppm).

<0.5ppm

No turbidity should occur within not less than
1 h. / B TeucHue He Menee 1 qaca He JOMKHO
HabRIOAATHCA TOMYTHEHHE,

Sulphates / CyandaTtni

Ammonium / AMMonuii Not more than 0.6 ppm. / He Gouree 0,6 ppm.

<0.00002% (<0.2 ppm)

Complies / CooTBeTCTIBYET

<0.6 ppm_

1/2
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

TESTS / IOKABATEJIH

SPECIFICATIONS /f HOPMbI | RESULTS /PE3YJBTATHI |

Calcium and magnesium /
Kannnuii 1 Marnsi

Pure blue color should be observed (without a I Complies / CooTBeTcTBYET
violet hue). / JomkHo HabmoRaTECA YACTO
CHHee OKpallliBRaHuie (0¢3 (proaeToBoOro

| Shelf-life / Cpox rognoctn

Assessment: / 3akiioueHHe:

OTTEHKA).
Heavy metals/ Tsxeabie Not more than 0.00001 % (0.1 ppm). / '. <0.00001% (<0.1ppm)
METAJLIbI He donee 0,00001 % (0.1 ppm).
Residue after evaporation/ | Not more than 0.004%. / He Gonee 0,004%. 0.000 %
Cyxoit ocTaTOK
Conductivity / Not more than 25 pS/cm. / . 7 pS/em./
DNeKTPoNpoBOAHOCTE He 6onee 25 MxCM/eM. 7 MxCm/cm,
Extractable volume / Not less than label claim (not less than 2 ml). / . 2ml/ ]
HsBnexaembiii 06bem He MeHee HOMHHAIBHOTO (He MeHee 2 MIT). 2wmn
Bacterial endotoxins / | Not more than 0.25 EU/mL of water for ' <0.25EU/mL/
BakrepnannHbie YHA0TORCHHBT | injections. / He Gonee 0,25 E3/Mn Boabl A1 | <0.25 ED/mn

AHBCKITAHA.

- |
Sterility / CrepuiabHocTh Should be sterile. / JloyoxHa GBITE CTepHIBHO. | Sterile / CrepuntHo.
| Packaging / YnakoBka Primary package - | Primary package

2 mL of the solvent (water for injections) ina | 2 mL of the solvent (water for
colorless glass ampule type I with an orange | injections) in a colorless glass
one-point-cut at the top of the ampule. /| ampule type I with an orange one-
TleppuuHas vIaKoBKa point-cut at the top of the ampule. /
Tlo 2 mn pacTeopuTens (Boma Aid upbekimit) B | IlepBuyHad vIakoBKa

ammyny ms OecusetHoro crekma, Tanm I Ha | [lo 2 Ma pacteoprTens (sopja s
BEPXHEH YacT# aMmyJbl HAHEGCeHA ToYKa | MHBEKOMH) B aMOoyny M3
pa3noMa OPAHXKEBOTO LBETA. fecuperHoro crekna, Ten 1. Ha
BEpXHeH 4YacTd aMIyJibl HaHeceHa
TOYKA PA3IoMa OPAIDKEBOro LBeTa.

5 years. / 5 ner.

The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /

Cepus cooTBeTCTBYET TpeOOBAHKAM HOpMATHBHOTO TokyMeHTa JIC-000295-160721,
Hamenenue Nel ot 25.04.2023.

1 Ethemoglu

Quality [LJ\ t;)ﬂi Supetvisor
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UYGUNLUK VE SEVK iZiN BELGESI

CERTIFICATE OF CONFORMANCE AND SHIPMENT RELEASE

FIRMA : URUN MUSTAHZAR ADI: PIYASA:
Company Product nante Morket
GNT | GRacl ENTELIIONWE JU 24 AMeul. ysya
IS EMRI NO: PARTI NUMARAS!: SEVK MIKTARE:
Work order nurmber Batch number Quantity of shipment
2020902566 | 24 &3.650
KALITE GUVENCE - 0 UALITY ASSURANCE
Dokilman Tipi U | UD | UY |Dokiiman Tipi U |up|uy
T o2 o Document C NC | NA | Tvpe of Dacumsent 4 NC | NA
Analiz Sertifikas | Etiketleme [] Baskil: AmpuliFlakon[ .} _
Certliicate for Analvsis Labelin: Printed Anr ouleVial
Kalite Kontrol Kayitlan {(KKL+MBL) v Kapak Inkjet Bask
Lalin: Control Records |(JC+MBL) Cax Iukiet Printin: _ &
Uretim / Blisterleme [T]  Kutulama O
Manuiacturin - Blisterln; Boxin: _
Proses validasyon D Ticarf Diger: Fiyat baskis Var U Yok |-
|Process validation Commercial _ Other MU’(: seon kPrice priut _ Exist Nor Exist o
Karekod varig: Var D Yok N Parsiyel savk Evet D Hayir E’
Existence of 2D eode Exist Not Exist | Partial Shipsment Yoy Ng = _—— |
GCozilci varhg: Var D Yok Varsa; Parti numarasu N SKT: rua
Existence of diluent Exist _Net Exist I anv Batch number Exy-irp date ]
Sapma varhi: Var [] Yok E] Varsa; Sapmano:  wia c
{Existence ot Deviation Exist Not Exist Iran Deviation rumber {
|KONTROL EDEN {Uriin Serbest Birakma - KG) - CONTROLLED BY (Product Retease - 0A)
Isim: . TARIH: UYGUN
Name Ma.an T}_$ian Seﬂ"8$ Date 2 3 '05' 2”2& Complies
IMzA: /,f,r:r""“? I:‘ UYGUN DEGIL
| S—
Slpnature - Neor Comply
KALITE GUVENCE KIDEMLI MODURO ONAY! - QUALITY ASSURANCE SENIOR MANAGER APPROVAL
Isin: ke B gsRlH: A YGUN
Name / N, * nce Mudird ate 2 305 ZBZL Complies
IMZA: T y-nce Manages UYGUN DEGIL
Signature , Not Comply
Bu {iriin, TC. Saglk Baﬁnllgl giincel GMP Kilavuzu ve EU GMP garemiklerlne, miigteri ile Imzalanan
glncel Kalite Anlagmasina ve miigteri tarafindan onaylanan tiretim velveya ambalajlama protokollerine
uygun olarak iiretilmig vefveya ambalajlanmigtsr.
The butch kas been manufuctured and/or packaged accarding to Turkish MoH current GMP guidefine and EU Good Manufacturing Practices,
and current approved Quality Agreement and mansifacturing undfor packagiug nstriction approved by the contract giver.
[MESUL MUDUR ONAY! - QUALIFIED PERSON APPROVAL | EVK EDILEBILIR
. CAN BE SHIPPED
Isim: Ki {F‘;/a YR itknw Aydin  TARIH: —___| $ARTLI SEVK EDILEBILIR (*)
Name t Me&‘\‘ Mgl Dute 024 C4AN BE CONDITIONAL SHIPPED
IMza: Qualifpid Person oo ™, KARANTINA SEVK EDILEBILIR (%)
Signature N gV viet i CAN BE SHIPPED UNDER QUARANTINE
{* llgili belgeler dretim kaydina ekienrmigtir.) SEVK EDILEMEZ
(Related documents have been added to the MBR), CAN NOT BE SHIFFED
ACIKLAMA : "
EXPLANATION

U: UYGUN - ¢: Compties  UD:; UYGUN DEGIL - vc: vor Comply UY:UYGULAMAS| YOK- N4 :Not Applicabie
Oratim Yorf Adreslisite Address; Mefar liag Sanayi A.S., Ramazanogly Mah. Ensar Cad. No:20 TR-34506 KurtkéyiPendikflstanbul/Tirkive
Oretim Yeri k2in Belgas! Noluhoriation Mo of Me g Licancs: TRAQY/202034-5
GMP Uygunluk Sertifikasi No!No of Gertificute of GMP Compliance : (TR} TRIGMPI2023/25; (TR-ENG) TRAGMP/2023/26
DK H 10000850; (EV) DK H001145616;  {HALMED) 530-10/23-06/06; 381-13-08/310-23-11

Form No : 834/26 PRS KGS00001 Ek 1(App.1)
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Adh | GENSENTA ILAG SAN. VE TIC. A §.
Compeny Name |
Mistahzar ads ¢0Oz0cw ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Oriin stok adt 2 ML GNT ENJ.SU DR.REDDYS AMP. N
Product stock name 2 ML GNT ENJ.SU DR REDDYS AMP.
Partl numarasi a1 | Ig emri no. | 2024002566
Buatch number Marufacturing ovder. |
Uretim tarihi 127.04.2024 Son kullanma tarihi |03.2029
Manufaeturing date Expiry date
Miktar 80.650 Sarf Boyu 200 It/ 93.023
 Quantity = — — Batch S!Vai | )
Analizler Spesifikasyonlar Kabul kriteri | Sonuqlar
Analysis Specifications Accepiance criteria Resuits
[Gorinug Barrak, renksiz, kokusuz kit | Uvgun
. Lhdsrance Clear colourless odorless solution . Comelies
Asitlik ve bazhk Uygun olmaldir TUygun
| Acidin and alkolinit Must corarh | Comolies
| 'ndirgen madde Uygun olmahidir Uygun
| (laidisable substances Must comrd, Comiigs
Kloriir 0.5 ppm'den fazla oimamatdur. |<05
Chlorids s —_— Afust be not more than 0.5 .rat | -
Nitratlar ve Mitritler (% 0.00002) 0. ¥] ppm'den 1 fazla <02
Nitrates and Nitrites olmamahdir. |
- 0.00002 36 Must be not more than 0.2 m |
Siifat 1 saat iginde kalints berrak giizeltl | Uygun
Sulfate clmahdir. Complies
The result shouid be a clear solution within
1 1 hour.
Amonyum ' 0.6 ppm'den fazla ofmamalidir. <0.6
Ammoaium | Must be mot move than 0.6 2 .
|Kalsiyumn ve Magnezyum | Gézelti saf mavi renk . Uygun
Calcium and Magnesium olmalidir.(Menekge tonu dedildin | complies
Solution must be pure blue colour.(Not violet
- S B — _ -
Adir metaller 0.1 ppm (% 0.00001)den fazla Uygun
Heavy metals olmamalidir, Complies
= Murt be not more than 0.1 ¢ m "0.00001 %1
Buharlagma kalintis| % 0.004'den fazla olmamahdir. 0.000
| Residue on evaroration Must be rot more than 0.004 % ]
&Kondaktwﬂ:e (25 +1°C) 25 uSlcrm'den fazla olmamahdir, 8
Conductivit. 1 251 °C) Must be not more than 25 uS/em |
Dolum hacmi 2 mi'den az oimamalidir, 2.1
Filliny volume | Must nor ke less than 2 mi
Gdzle gbrulebilen partikal Géranar partikol lg:armemehdlr |Uygun
Visible rarticles | Must be free trom visible s artlcles | Comzlies
Sterilite Steril olmah " Steril
Sterilit - | Must be sterile Sterile
Bakteriyel endotoksin "mUsinde 0.25 IU'den az oimalidir | <0.25
Bacterial endotoxin hust be less than 0.25 1T in ner mlL |
Partikll biyGkIugh ve sayisi => 10 | < 6000 adet/ampul 62
Referans |
R MTD.URNO0875/00 _
Sonug T.C. Sajjilk Bakanhif Begeri, Tibbi Orunler Imalathaneleri lyi Imalat Uygulamalan (GMP) Kilavuzu'na
ve lrdn ruhsat spesifikesyonlarma uygundur,
Conclusion The batch camplies with Republic of Turkey Ministry of Health's "Good Manufucturing Practlces (GMF} Jor Human Medical
Products' Manufacturing Sites Guideline" and iis license specifications.
Agiklama U NA B
Explanation
= imzarTarlh 5 - 7] =~
imzafTarth Signature/Date - 'i{: o .f ‘ Karar Decision
Ona ! kalile ce Mudur Kabul / Release
¥ dpprova Qum%m ace Man =
© 23.05.2024 |
Sayfa No f Page Nr: 112
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Ad GENSENTA ILAC SAN. VE TIC. A .
Campeary Name
Milstahzar adi ~ |c0Z0CO ENJEKSIYONLUK SU 2 ML AMPUL
Product nome l
Oriin stok adh I 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock name 2 ML GNT ENJ.S( DRREDDYS AMP.
Parti numarasi 4201 | lg emrino. 2024002566
_Bid: rumber Mamufacturing order. 1
Uretim tarihi 27.04.2024 Son kullanma tarihi 03.2028
Mamrfﬁru_n‘ng date . Expiry date - - -
Miktar 89.650 Sar] Boyu 200 It/ 93.023
Cuantity , Batch Size
Analizier Spesifikasyonlar Kabul kriter} Sonuglar
Analysis Specifications Acceptance criteria Resulis
um - "< 6000 particies/ampaule ]
Particle size and count => it m — -
Partikill biy(kiDg0 ve sayis => 256 | <600 adet/ampul 1
pm < 600 particles/ampoule
Particle size and count => 25 um ! .
Referans )
Reference . MTD.URNCOB75/00
Sonug | T.C. Sagiik Bakanhg Begeri, Tibbi Urknler Imalathaneleri 1yl imalat Uygulamalan (GMP) Kitavuzy'na
ve tirOn ruhsat spesifikasyonlanina uygundur.
Casnelusion The batch complies with Republic of Turkey Ministry of Health's “Good Mamyfacturing Practices (GMP) for Human Medical
Products’ Menufacturing Sites Guideline" and its license specifications,
‘Agiklama N/A '
Expianarion
——
i - —
imza/Tarlh Signatmre/Dare | Karar Decision
Onay Approval : £ Kabul { Release
Qualy TS rance Manager
[ T 23.05,2024
Sayfa No [ Page Nr: 212
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