CERTIFICATE OF ANALYSIS/ CEPTU®HKAT AHAJIN3A

Name of Product/ : TEXARED, lyophilized powder for injection after reconstitution,
HanmenoBanHe npenapara 20mg/
TEKCAPEA®, nnopHIH3AT /IS IPUTOTOBACHHS PACTBOPA 110
HHBEKNHI, 20 Mr

Batch no./ Homep cepan ¢ 24106691A
Amount of product per batch / ¢ 41.992,000
Pazmep cepun

Date of Control / laTa anannsza : 10.2024
Manufacturing date / lara ;o 09.2024
NPOH3BOACTBA

Expiry date /TaTa oxonuaHus . 08,2027

€POKa I'oHOCTH

RESULTS /

|
TESTS / TIOKA3SATEJAN SPECIFICATIONS / HOPMbI PEIVIILTATHI

JvodwmmznposanHelit mopomok  sxearoro ¢ | Complies / CooTeeTcTBYET
3CIICHOBATHIM OTTEHKOM LIBETA.

‘ Appearance / Onuacanne | Yellow with greenish tint lyophilized powder. /

Identification / IloaauHHOCTE

| Tenoxicam by HPLC/ The retention time of tenoxicam peak in the
Tenoxcuram (BIKX) 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

YACKHBAHHA TAKA  TEHOKCHKaMa Ha | Complies / CooTBeTcTByeT
XpOMaTorpaMme HCIIBITYEMOTO pacTBOpa
TOJKHO COOTBETCTBOBATH BpeMeHH
YIepKUBAHES IMKA  TEHOKCHKAMa  Ha
XpOMATOrpaMMe CTAHNAPTHOTO pacTBopa (CM.
«PoxncTsennsie HPHMECH, ompeneneHAe
eIUHAYHEIX npuMecell ¥ CyMMBL OpHMeceii
L1254 M)l _
Tenoxicam by UV- UV absorption spectrum of the test solution
spectrophotometry / Tenoxcuram | prepared for the Assay in the range from 230 nm
(Y- to 400 nm should have maxima at wavelengths of
cHexmpopomomempudeckuii) 257 £ 2 nm, 285 + 2 nm and 368 £+ 2 nm (see
“Assay of Tenoxicam™ test). / Vd-cmextp
MOTONICHHA HCIBITYEMOTO pacTBopa, | Complies / CooTBeTcTBYET
TIPHTOTOBIEHHOTO in b KOJIMYECTREHHOTO
onpenenenns, B o0omact ot 230 HM g0 400 HM
AODKEH WUMETH MAKCHMYME] TIPH JUTHHAX BONH
257 £ 2mmM, 285 £ 2HM u 368 + 2Hm (oM.
«KonnuecTsenHoe onpeaenenie TeHOKCHKAMA» ).
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' Solution clarity /

CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIU3A

TESTS / TIOKA3ATEJIH

SPECIFICATIONS / HOPMbI |

Sodium metabisulfite /
Hampun memabucynsum

Dissolving time / Bpemsa

PACTBOPEHHSL

The retention time of Sodium metabisulfite peak
obtained in the chromatogram of the test solution
corresponds to that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite” test. / Bpems ynepruBanns nHKa
Hatpps MeTadHCynbduUTa Ha XpoMarorpaMme
HCIIBITYEMOTO pacTBopa TOOMKHO
COOTBETCTBOBATE BPEMEHU YIICDKHBAHHS FHUKA
Harpusa MeTaOMcynrdHTAa Ha XpoMaTorpamme
cTangapTHOTC pactBopa (cm. «KommuecTBeHHOE
oTpeeNeHHe HATpus MeTabucyshmray),

RESULTS /
PE3YJIBTATHI

Complies / CooTBeTcTBYET

Not more than 60 seconds. / He Gonee 60
CeKyHI,

Appearance of Reconstituted
solution / Onncanne
BOCCTAHOBJIEHHOT) PACTROPA

The product should dissolve completely without
of undissolved particles and visible particulate
matter. The solution should be clear. / Ipenapar
TOIDKEH PacTBOPATECA MONHOCTBIO c
OTCYTCTBHMEM HEPACTBOPEHHBIX 4YACTHIL, 0e3
BUJIMMBIX MeXaHHYecKuX BEKIIOueHWH. Pacreop
JOJKEH OBITE IPO3PATHBIM,

ITpo3pauHocTE pacTBOpa

The product solution should be clear. / Pactsop .
npenapara JOJ#KeH ObITh MPO3padHbIM.

18 sec/ 18 cex

Complies / CootBercTRyeT I

Complies / CooTBeTcTBYET

| Solution Color /

IIBeTHOCTL pacTROpA

pH

Visible particles /
Budumvie vacmuyul

Subvisible particles /
Hegudumvie vacmuybt

>10 pm particles/
Yactun pasmepom = 10 MrM

=25 um particies/
Yactuy, pazMepoM > 25 MKM

| 751010.0./017,5 10 10,0.

The product solution should not be more
intensively colored than the reference solution
GY,. / CreneHs OKpackH pacTBOpa IpenapaTa He
IOTKHA TIPEBBIMATE 31anon Y.

Complies / CooTBeTCTBYET

Particulate matter / Mexann4yeckHe BKANOYEHHA

9.1

Should be absent/ JIo/KHE! 0TCYTCTBOBATE

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

Not more than 600/vial. /
He 6onee 600 ra dumaxon.

Absent /OTcyTCTBYIOT

723 / vial
723 / dnmaxon

4/ vial
4 / pnakoH
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

TESTS / IIOKA3ZATEIN SPECIFICATIONS / HOPMHB RESULTS/
1 PE3YJBbTATBI

Related substances / Poacrsennsie npumecn

2-aminopyridine / a Not more than 0.5 %; / He 6onee 0,5 %; Not detected / He
2-aMMHONHMPHIHH obHapyxeHa
Individual unidentified impurity / Not more than (.5 %; / He 6onee 0,5 %,; Not detected / He
Enunnanan oORapyxeHa
HeHIeHTAGUIMPOBAHHEAS IPHMECE
Total impurities { Not more than 1.0 %. / He Gonee 1,0 %. Not  detected / He
CyMmma npumeceii ofHapyxcHa
|

I.Uniformity of dosage units / The Acceptance value (AV) should be not more I AV=1.5 (n=10)
OxHOpOOHOCTE JOZMPOBAHHA than 15.0. / Flokasatens mpuemnemoctd (AV)

_ JomkeH 6pITE He bonee 15,0.

| Water /Boga Not more than 3.0 %. / He Gonee 3,0 %. 1.4 %

| Bacterial endotoxins / | Not more than 1 EU/mg of tenoxicam. / <(0.128 EU/mg /
BakTepnaibHBIE JHAOTOKCHHBI | He 6onee 1 E3/Mr TeHOKCHKAMA. <0.128 ED/ mr

' Sterility_ICTepn.anoch Should be sterile, / JlomxceH OBITh CTEPHILHBIM. Sterile / Ctepunen

Assay / KosimuecTeeHHOE ONIpeeneHne

{

Tenoxicam / Tenoxcuram 90.0% to 110.0% of C;3Hi1N1O48; (tenoxicam) |

of label claim. / Or 90,0% mo 110,0% 98.4 % |

CisH1iN104S; (TeHoKenKaM) OT HOMBHANLHOTO )
COMICP/KaHHAL.

Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisvlifite of the
Hampus memabucyaspum label claim. / Or 85,0% no 110,0 % wHaTpus
MeTabHCcynbduTa oT HOMHHAIIEHOTO
COZICIPKAHHS,

96.7 %
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

TESTS / IOKA3ZATEJH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATHI

' Package / ¥Ynaxopka

Primary package
20 mg of the tenoxicam in a colorless

glass vial type | stoppered with a

bromobutyl rubber stopper, crimped |

with aluminum flip-off scal with a
plastic disk over an aluminum cap. /
TlepBrynas v MAKOBKA

Tlo 20 Mr Tenoxchkama BO (prakoH H3

fecnseTHOTO CTeKTa THI 1,
YRYTIOpEHHEIIH rrpobKoit w3
OpoMOyTIwiOBOM  pe3unHsi,  oOxaTolH

ANHIOMHUHHEBBIM KOIMMAYKOM € KOHTPOIEM
TIEPBOrC  BCKPBITHA M ILUACTHKOBBIM

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. /
IlepBruHas ¥ TAKOBKA

Ilo 20 Mr TeHokcHkaMa BO (IaKOH H3

DecLBeTHOrO cTexna THII I,
YKYIIOPEHHbIH poOKoit H3
OpoMOyTHIIOROH  pesumbl,  00nKkaToil

ATHMHHHCBBIM KONNAYKOM ¢ KOHTPOJIEM
NEPBOro BCKPBEITHA W IUTACTHKOBEIM

JHMCKOM NOBEPX ATFOMHHHEBOTO | AHCKOM MOBEPX AMOMWHLAEROTO
: | KoJImadka. - | xonnavka. ]
Shelf-life/ Cpox rognocru | 3 years. /3 roma.
KIT / KOMILIEKT
'— — =
| TESTS / TOKA3ATEJIH SPECIFICATIONS f HOPMBI | RESULTS / PE3YJBTATHI
Kit package / Ynaxoeka | Secon ackage Secondary package

KOMILIEKTA

Labeling/ Mapxupopka

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. /

BropnuHas yiakopKa

Ilo 3 dmakona ¢ mnpenmaparoMm u 3
AMITYNbl ¢ PACTBOPUTENEM TIOMELIAIOT B
KacceTy W3 MONMHBAHIWIXIOPUIA.

1 xkacceTy BMecre ¢ WMHCTPYKLHEH Mo
[IPHMEHEHHMIO IIOMEIIARRT B IadKy

KapTOHHYIO.

~

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. /

BropHynas yiakoBKka
Ilo 3 d¢makona ¢ npemapatoM W 3
aMITYNbl ¢ PACTBOPUTEIICM TIOMEILAIOT B

KacceTy W3 TIONMBHHWDUIOpHmA. |
KacceTy BMECTe ¢ HHCTPYKUIHedl Mo
TNPHMEHEHHIO  TIOMELAKOT B HAYKy
K&pPTOHHYTO.

According to the ND. / B cooTBeTcTBHR
¢ HOPMAaTHUBHOH JOKYMEHTAITHEH,

Complies as prescribed_/ CoorBercTBYET
TpeboBaHusIM
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

Kit storage / | For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:
XpaHeHHe KOMILIEKTA

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

Mg vmakoBxM 1o 3 (uiakoHa ¢ ApenanaToM U 3 aMIly bl ¢ PACTBOPHTEISM B
Kaccere:

B opurnaansHoi ynakoBke ((DIaKoHEBI ¢ PeapaToM K aMiTyJibl ¢ PACTEOPHTEIEM B
navke) MpH TeMneparype He soue 25 °C.

 Kit shelf life / 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok rognoctn Komnaexta | human use. / 3 roga. Cpok rojiHOCTH KOMIUIEKTa ONpeieNseTca CPOKOM TOIHOCTH
NEKAPCTREHHOTO [PENApaTa AN MeIUITHHCKOTO PHMeHeHHS.

Assessment: / 3axmouenne:  The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2623. /
Cepys cOOTBETCTRBYET TpefOBAaHMAM HOPMATHBHOTO TokymMenTa JIC-000295-
160721, Usmenenne Nel ot 25.04.2023.

| API name (INN} / BanmenoBanne A®C (MHH): Tenoxicam / Tenokcukam
API manufacturer batch number / 92035723

| Homep cepun nponssogntens AQC: _
FP Manufacturer APT Batch number / 23111680
Homep cepun cyGeraniuu npouspoanrenn IJID:
API Manufactured by & country / Edmond Pharma S.r.L., Italy /
TIponseoautens APC, crpana; 3nMonn Papma, C.pJL., Hramna

Quality Control Supervisor

E_m re K@m\aq
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K
Y GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
HanmenoBanne npenapara Boaa pna anbeKUMiH (PACTBOPHTED)
Batch no./ Homep cepuu 42C7
Amount of product per batch / Pazmep 90502
CepHH
Date of Control / JaTa ananuza 07/2024
Manufacturing date / lata npoussoacTea 03/2024
Expiry date /[{aTa okoH4aHud CpPoKa 02/2029
rogHoCTH
Water for injections (selvent) / Boaa 15 unbexunii (pacTBopHTeD)
TESTS / IIOKA3ATEJIA SPECIFICATIONS / HOPMBEI RESULTS / PEIYJBTATBI

Description /Onncanne

Particulate matter / MexannueckHe BKIIOUeHHST

Clear, colourless liquid without odor. / Complies / CooTBeTcTBYET
TlpozpauHas DecuseTHas KUIKOCTE O3

3amaxa. |

Visible particles /
Budumwie uacmuypl

Sub visible particles /
Hesudumsle yacmuypi

=10 um particles /

qacTHLl pazMepoM = 10 MM

=25 pm particles /

YacTHL] Pa3sMepoM = 25 MKM

Acidity and alkalinity /

KncioTHOCTE H HIEI0UHOCTL

Should be absent. / omKHE OTCYTCTBOBATE. Absent / O1cyTCTBYIOT
Not more than 6000 particles per ampoule; / 0

He Gonee 6000 na ammyy;

Not more than 600 particles per ampoule. / 0

He Gonee 600 na avmyny.

Test sample should pass the test. /
HeneityeMplif 0Opaselt J0MKCH BRIEPIKUBATE
HCTIBITAHHE.

Complies / CooTBercTBYET

Reducing substances /
Boceranapavsawimme
BellecTRA

Test sample should pass the test. / Complies / CooTBercTByer
HerbiTyembrii o6pazert JOmKeH BRIACPKUBATD

HCIIBITAHNE,

Carbon dioxide
Yriepona JHOKCHA

Chlorides/ XnopHasi

No turbidity should be observed within 1 hour. _Complies / COOTBETCTBYET

/ He momxHO OBITH TOMYTHEHHSA B TEUCHHE

Nitrates and Nitrites/

HuTpaTel ¥ HHTPHTEI

1 vaca.
Not more than 0.5 ppm. / He Gonee 0,5 ppm. <0.5ppm
Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

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

Sulphates / Cyabsdarel

No turbidity should occur within not less than
1 h./ B TeueHHe He MeHee 1 yaca He AOKHO
HaOIIOOATECA TIOMYTHCHHE.

Ammonium / AMMonuii

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

Complies / Cootercrayer

<0.6 ppm
R
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0
R GENSENTA

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIM3A

TESTS / HOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATBI

Calcium and magnesium /
Kaanuui 1 MarHui

Pure blue color should be observed (without a
violet hue). / JloimkHo HabMoAaTHCA YHCTO
cuHee okpalnneanie (0e3 gHoneToBOTO
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Taxcensie
METAJLIBI

' Residue after evaporation /
Cyxoit ocTaToK

" Conductivity /
DNEeKTPONPOBOIHOCTE

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

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

<10.00001% (<0.1ppm)

0.001 %

Not more than 25 pS/cm. /
He 6onee 25 MxCm/cM.

Extractable volume /
Hzpaexaemplii 00mem

Bacterial endotoxins /
BakTepnaibHbie SHAOTOKCHHBI

Not less than label claim (not less than 2 ml). /
He mMeHee HOMHHANEHOTO (He MeHee 2 MJ).

5 uS/em./
5 MrCM/cM.

2ml/
2 Mn

Not more than 0.25 EU/mL of water for
injections. / He Gomec 0,25 EB/Mn Boas! ans
HHBEKIHH.

Sterility / CteppnasnocTs

Packaging / ¥YnakoBka

Should be sterile. / JomxHa ObITE CTEPUIBHOH,

<0.25EU /mL/
<0.25ED/Mn

Sterile / CreprnbHo.

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. /
TlepBuyHas vriakoBKka

[To 2 mMn pacTBoprTeIs (BOJA JUT HHBEKIHIL) B
amryny w3 OecuperHoro crekna, thn I Ha
BEpXHCH uacTH aMIyJABl HAHeceHa ToUKa
pazIoMa OpamKCBOrO 1{BETA.

Shelf-life / Cpok roaHocTH

Assessment: / 3akmoueHHe:

5 years. / 5 ner.

Primary package

2 mL of the solvent (water for
injections) in a colorless glass
ampuie type I with an orange one-
point-cut at the top of the ampule. /
[TepBuyHAas 4 NAKOBKA

[To 2 ma pacrBopurend (Boja and
HWHBEKIHIT} B aMIyILy w3
OeciserHoro crekna, THIo 1. Ha
BCPXHCH uacTH amIyibl HaHeceHa

| TOUKA Pa3ioMa OpaHKCBOIC OBCTA.

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

#1 on 25.04.2023 /

Cepis cOOTBeTCTBYET TpeboBaHUIM HOpMaTHBHOTC gokyMerTa JIC-000295-160721,

H3merenne Nel ot 25.04.2023.

Ali Ethemoglu

Quality Control Supervisor
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UYGUNLUK VE SEVK izZIN BELGESI

CERTIFICATE OF CONFORMANCE AND SHIPMENT RELEASE

FIRMA : URON MUSTAHZAR ADI: PlYASA:
Conmpany meuﬂmﬁe . Mm
GoNIT GOuch ENTersMoNLIY. sU 2 ML AMPuc RusvA
I$ EMRI NO: PARTI NUMARASI: SEVK MIKTARI:
Work order number Baick number Quantity of skipment
2024004840 b42cy 50502

KALITE GOVENCE - QUALITY ASSURANCE
|Dokiiman Tip U | UD | UY [Dokiiman Tipi u |up|uy
T ¢ of Docament C NC | NA | Tvou 0f Document [ o NC | N4
Analiz Sertifikast pZ Etketleme []  Baskih AmpulFlakon.]
Certiricute jor Analisis Labeling Printed Amyoule/Vial
Kalite Kontrol Kayitlan (KKL+MBL) Kapak Inkjet Baski P
(uatiiy Control Records ((/C+MBLI 4 Car Jrckict Privesine e
Uretim V- Blisterleme D Kutulama | i
Mmarfocturin: Aliriert Bovin:
Proses validasyon D Ticarl Diger; N\ A Fiyat baskisi Var | j Yok
Process vafidation Copmarcial  Other  .....l.)\......| Price print Exist Nor Exist
Karekod varigi: Var G Yok 1 ;; | Parsiyel sevk Evet [ l Hayr E-~
|Existence of 2D cods  Exist Not Exist Partiol Shipment Yes No
|Goziicii varlige: Var D Yok B’Vama; Parti numarasi: ' SKT: Nl
Existerice o difrzamt Bxigt ___Not Exist I am Batch nupber Nl A' Exzin date |
Sapma varhg: Var D Yok Er Varse; Sapma no: 2
\Existence of Deviation Exist Not Bxiw It ane Deviation mumber 1\\\& 4-/
KONTROL. EDEN (Un‘in?.?erbesi Birakma - KG} - CONTROLLED BY (Product Releaze - 04)
isiM: rezc

Zﬁvsun

Dare b Complias

§ 12 -0 20% ‘___’uveuu DEGIL
Not Camply

Bu driin, T.C. Saghk Bakanhg giincel GMP Kiavuzu ve EU GMP gerekliliklerine, miigteri ile Imzalanan
giincel Kalite Anlagmasina ve miigteri tarafindan onaylanan Gretim velveya ambalajlama protokollerine
uygun olarak iiretilmig ve/veya ambalajlanmmsgter.

The batch has been ife d and/or packaged according to Turkivik MoH current GMP guideline and EU Good Manufacturing Practices,
and current approved Quality Agreement and manufacturing and/er pockaging instructlon approved by the contract giver.

MESUL MUDUR ONAYI - QUALIFIED PERSON APPROVAL EVK EDILEBILIR

CAN BE SHIPPED
Islm: . .—. .. TARIH; $ARTLI SEVK EDILEBILIR {*)
Name Kﬂm{ﬁi ;g;.r Aydn Date 72 -04- 024 CAN BE CONDITIONAL SHIPPED
Imza: %f‘v Person KARANTINA SEVK EDILEBILIR ()
Siguatare Qualifie gt TaN CAN BE SHIPPED UNDER QUARANTINE
(* igil belgeles retiesaydina eklenmigtir.) SEVK EDILEMEZ
{Related docizments have been added 1o the MER). CAN NOT BE SHIPPED

ACIKLAMA :
EXPLANATION N

U: UYGUN - cr Compiies  UD: UYGUN DEGIL - ¥¢: ver Comply UY:UYGULAMASI YOK- N :Nor Applicable
Uratir Yett Adves\iSire Address: Mefor llag Sanays A.S. Ramazanoglu Mah. Engar Cad, No:20 TR-34908 Kurtky/PendlkdstanbulTiriye
Dretim Yer Izin Bolgesi Moldutkorization No of Mamyfacturing Licence: TRIOY/2020/34-5
GMP Uyguniuk Sertifikas MaiNo of Cerrifieate of GMP Compliance : {TR) TRIGMPI2023/25; (TR-ENG} TRAGMDP/20226
DK H 1000086%; (EU) DK H 00114519;  {HALMED) 530-11423-06/06; 381-13-08/310-23-11

Form No : 634/25 PRS.KGS00001 Ek 1(App.1)
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Adi GENSENTA ILAC SAN. VE TIC. A.S.
Compeny Name
Miistahzar adi ¢OZ0CU ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Oriin stok adi 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock name 2 ML GNT ENJ.SU DR REDDYS AMP.
Parti numarasi 42C7 ls emri no. | 2024001566
_?arch nnméﬁ Menufacturing order, |
Uretim tarihi 25.03.2024 Son kullanma tarihi ‘02,2029
Memufocturing date | Expiry date |
Miktar |90.502 $ar] Boyu 1 200 1/ 83.023
Quantity Batch Size
Analizler Spesifikasyonlar Kabul kriteri Sonuglar
Analysis | Specifications Acceptance criteria Results
Garinty Berrak, renksiz, kokusuz Gkit Uygun ]
Arvearance Clear_colourless_odarless solution Comj lies
IpH 25+ 2 °C) 5.0 - 7.0 zrasinda olmahdr. 6.4
i _ Must be between 5.0 7.0 — ]
Asltlik ve bazlik Eder gtizelti rengi san ise, kirmvzi | Uygun
Acidity and alketinity olmaldir. Eger gbzelti rengi kimizi | compiies
isa, sar olmalider.
Ifthe solutlon Is yellow, il must be red. If the
| . solution is red it must be ellow, |
ndirgen madde Uygun olmahdir Uyaun
|Oxidisable substamces hdust comih | Comilies
Klorlir 0.5 ppm'den fazla olmamalidir. < 0.5
Chloride Must be not more than 0.5 -om o —
Mitratlar 0.2 ppm'den fazla oimamalidir. 0.2
Nitrates Maust be not more fnin 0.2 snm :
Siilfat 1 saat iginde kahnh berrak ¢ozeiti | Uygun
Sulfute olmalicir, Complies
| The result should be a clear solution within
= A hour.
Amonyurm 1 0.6 ppm'den fazia olmamalidir. < 0.8
Ammoniwm Must be not more than 0.6 .- m
Kalsiyum ve Magnezyum | Gozelti saf mavi renk olmalidir, Uygun
Caicium ond Mazesius | Solwipn wiust be ure blue eoltour. L[ Comites
Agir metaller | 0.1 ppm (% 0.00001) den fazla | <01
FHeavy metals | olmamalidir,
L Must be not more thar 8.1 crm 000000 30 |
Buharlagma kalintis % 0.004'den fazla cimamalidir. 1 0.000
\ Hesidue on evaroration _ Must be not more than §.004 % !
| Kondakiivite (25 + 1 °C) 25 pSfervdan fazla clmamaldir,. 4
|- onductheit, 25219 Must be nat mare than 25 «Sem |
:Doium hacmi 2 mi'der az clmamalidis. i2.1
\Filfine vohane Muest rot be less than 2 mi d . o
{Gozle gorlilebilen partikil GOrinlir partikiil igermemelidir, | Uygun
| Pistble rarticles Must be rree trom visible rarticles L emilies
Sterilite Sterll olmal Steril
Stertlir, —|Mustbesterite ______ _|Sterile
Bakteriys! endotoksin ml.'sinde 0.25 IU'den az cimalidir | <0.25
bl MTD.URNQOB75/00
eference —— — —rs B
Sonug T.C. Baglk Bakanl§l Beseri, Tibbi Urnler Imalathaneleri lyi Imalat Uygulamalan (GMP) Kilavuzuna
ve Ordn ruhsat spesifikasyonlanna uygundur,
Conclusion The barch complies with Republic of Turkey Ministry of Health 's “Good Manufacturing Practices (GMP) for Human Medical
Products ' Manufacturing Sites Guidelpre" and its license speeifioations.
Aciklama 1 na - a
Explamation
ImzafTarih Signarure/Date Karat Decision
Onay dgproval Kabul Release
22.04.2024
Sayfa No f Page Nv : 152
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ANALIZ SERTIFIKAS!
CERTIFICATE OF ANALYSIS
Firma Adi GENSENTA ILAC SAN. VE TIC. A.S,
Compemy Name
Miistahzar ad (Herdilefy] ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Uran stok ad 2 ML GNT ENJ.SU DR.REDDYS AMP,
Product stock name i 2 ML GNT ENJ.SU DR REDDYS AMP.
Parti numaras: 4207 Is emri no, 12024001866
Batch number Manufacturing order. | B
Uretim tarihi 125.03.2024 Son kullanma tarihi 02.2029
Manyfacturing dute - § Expiry dt;!e
Miktar '90.502 Sarj Boyu 200 it/ 93.023
Cuantity | Batch Size B
Analizler . Spasifikasyonlar Kabul kriterl Sonuglar
Analysis v Specifications Acceptance criteria Results
[Bocterial yndtanin Must be legy them 0,15 [U in cer mL .
‘Partikl buyOkiego ve sayisi => 10 | < 6000 sdet/ampul 10
Hm < 6000 particles/mmpoule
Pariicle size and comi => 10 wm —
Partikil buyklngh ve says => 25 | < 600 adet/ampul 0
pm < 800 particles/ampoule
Puriicle size and count => 13 m
Referans
Reference MTD.URNOOB75/00 ) )
Sonug T.C. Saglk Bakanlid Begeri, Tibbi Urinler Imalathaneleri Iyl Imatat Uygulamalar (GMP) Kilavuzu'na
ve (riin ruhsat spesifikasyonlarma uygundur.
Conclusion The batch complies with Republic of Turkey Ministry of Health's “Good Manufucturing Practices (GMP) for Human Medical
t Products’ Monufacturing Sites Guideline ™ and its license specifications.
Agiklama N/A -
Explanation
ImzafTarth Signature/Date Karar Decision
Onay Approval ' ' Kabu! / Release
' Quality A; 22.04.2024 |
: SayfaNo/ Page Nr: 21/ 2
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIHU3A

Name of Product/ :  Water for injections (solvent) /
HanmeHnoBaHue NpenapaTa Boja pn1a HHBbeKIMH (PacTBOPHTED)
Batch no./ Homep cepun o 42D1

Amount of product per batch / Pazmep : 89650

CepHH

Date of Control / aTa anannza . 0772024

Manufacturing date / Iata nponseogerea :  04/2024

Expiry date /1aTa oxondannsa cpoka : 0372029

TOHOCTH

Water for injections (solvent) / Boga nas uHbekuuii (pacTBOpHTENE)

RESULTS / PE3YJIBTATHI

TESTS/IMMOKA3ZATEJIM | = SPECIFICATIONS /HOPMBI
Description /Onucanue | Clear, colourless liquid without odor. /
IMpospaunas OecLBeTHas JKHAKOCTE Oe3
3arnaxa.

Complies / CooTercTtBYET

Particulate matter / Mexauuyeckue BRANYEHHH

Visible particles / | Should be absent. / JToimkHb1 OTCYTCTBOBATE.
Budumeie vacmuyor

Sub visible particles /
Hegudumvie yacmuysi

>10 pum particles / Not more than 6000 particles per ampoule; /
yacTHll pasMepoM = 10 mxm | He Gonee 6000 Ha amnyny;

>25 pm particles / Not more than 600 particles per ampoule. /
yacTui pazMepoM > 25 MkM | He Bonee 600 sa amnyay.

Absent / OTCYTCTBYIOT

Acidity and alkalinity / Test sample should pass the test. / Complies / CootrercTBYET
KHCIoTHOCTE H 1MEJIOYHOCTE Hcnsiryemelii obpazel 4OMKeH BELIEPKHBATh

HCITBITAHHE.
Reducing substances / | Test sample should pass the test. / Complies / CooTBeTcTBYST
Boccranapanpaioimne HcenpiTyemeiii o0pasen 1onkeH BEIIEpKHABATE
BelllecTBA HCTIBITAHHE.
Carbon dioxide No turbidity should be observed within 1 hour. .' Complies / CooTBeTCTBYyET 1
Yraepona AHOKCH / He pomxHo OBITE TOMYTHEHFS B TCUCHAS

1 gaca.
Chlorides/ Xnopuaei Not more than 0.5 ppm. / He 6onee 0,5 p_pm. <0.5ppm
Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)
HuTpaTh! H HHTPHTBI He Gomee 0,00002 % (0,2 ppm).
Sulphates / Cyabgarn | No turbidity should oceur within not less than Complies / CooTBeTcTBYET

1 h. /B teuenue e MeHee 1 vaca He JOIDKHO
HAOMKOAATECA TOMYTHEHHE,

Ammonium / AMMOHHT Not more than 0.6 ppm. / He donee 0,6 ppm.

<0.6 ppm

1/2
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CERTIFICATE OF ANALYSIS / CEPTHO®HUKAT AHAJIN3A

TESTS / NOKA3ATEJIH SPECIFICATIONS f HOPMBI RESULTS /PE3YJbBTATHI
Calcium and magnesium / Pure blue color should be observed (without a Complies / CooTBeTcTBYET
Kansumii v marnuii violet hue). / JlomxHO HABRIOAATRECHE YHCTO

cHHee okpanmuBanue (6ez ¢uoneToporo
OTTCHKA),
Heavy metals/ Taxesnbie | Not more than 0.00001 % (0.1 ppm). / <0.00001% (<0.1ppm)
MeTaJLIbI He 6onee 0,00001 % (0,1 ppm).
Residue after evaporation / Not more than 0.004%. / He Gonee 0,004%. . 0.000 %
Cyxoii ocTaTok
Conductivity / o Not more than 25 pS/cm. / 7 uS/em./
3AeKTPOHPOBOIAHOCTD He 6onee 25 mxCu/cm, 7 mxCwm/cu.
'Extractable volume / | Not less than label claim (not less than 2 ml). / 2ml/
Hipaexaemblil 00beM He MeHee HOMUHAILHOTO (He MeHee 2 MIT). 2 Mn
‘Bacterial endotoxins / | Not more than 0.25 EU/mL of water for | <(.25 EU/ml./
BakrepuaibHble 3JHIOTOKeHHBI | injections, / He Gonee 0,25 E3/Mn Boap! and <0.25ED/Mn
MHBEKIMH.
Sterility / CTepnasHocTh Should be sterile. / Tomkna OLITE CTEPHARHOM. . Sterile / CrepunkHo.
Packaging / YnaxkoBka Primary package . Primary package —I
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 1 with an orange one-
INepBHYHAS Y TTAKOBKA point-cut at the top of the ampule, /
ITo 2 mit pacTeopuTend (Boma ANA HHEeKIMHN) B | IlepBuuHas yakoska
amnyay M3 Oecupetoro crekaa, thn 1. Ha | Tlo 2 mn pacTeoputens (poma ans
BepxHell WACTH aMIyJdBl HAHECEHA TOYKA @ HMHBEKUWH) B ammylny W3
paznoMa OpPaHKEBOT0 LIBETA. OecuserHoro crekna, Tun I Ha
BEPXHeH YacTH aMmysbl HaHeceHa
| TOYKA PA3IOMA OPAHKEBOIO LBETA. |

Shelf-life / Cpok rogHocTn 5 years. / 5 met.

Assessment: / 3akouenne: The batch complies with the specitications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Cepus coOOTBeTCTRYET TpedOBAHNAM HOPMaTHBHOTO fokymeHTa JIC-000295-160721,
HM3menenne Nel ot 25.04.2023.

Ali Ethemoglu

Quality Control Supervisor

2/2
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UYGUNLUK VE SEVK iZiN BELGESI

CERTIFICATE OF CONFORMANCE AND SHIPMENT RELEASE

[FIRMA : URUN MUSTAHZAR ADI: PIYASA:
Company Product name Markat
GNT | (Racl ENTELIIONWEL JU 2L Areut 2ysya
IS EMRI NO: PARTI NUMARASI: SEVK MIKTARE
Work erder number Batcl' nunbar Quantity of shipment
o
Lo2usc2Ses | a2t 39.65
: _ KALITE GUVENCE - 0 UALITY ASSURANCE
Dokiiman Tipi U [ UD | UY |Dokiiman Tipi U | UD|UY
T 0! Document [ NC| NA {Te o Dociument [ NC | N4
Analiz Sertifikas S Etlketleme [_] Baskil AmpullFlakon
Certilicate for Analysis Labelin; . Printed Aniroule/Vial
Kalite Kontrol Kayitiar (KKL+MBL) 'Kapak Inkjet Basky
aalls Control Records {(IC+MBL) x Cay liklet Printim;
Uretim / Blisterleme [T]  Kutulama 3
\Manniactrrin - Blisterlny Boxin; -
~Proses vafidasyon D Ticari | | Diger: |Flyat haskisi Var U_ Yok E
Process vakidation Commercial  Other '.\'ﬂ/*' ...... Price pring Exist Not Exist ]
Karekod varhg:: Var D Yok E Parslye! sevk Evet D Hayir B’
Existence 02D code Exist Not Exiye FPartial Shi; Yes Ne =
i(}ﬁzﬂcﬂ varhge: Var D Yok u Varsa; Parti numarasi: N SKT: ~ria
Existence o: diluent Exig  Not Exist _Mtane  Bateh number By date =i
Sapma varh: Var D Yok D Varsa; Sapmano:  wn <
Existence of Devigtion Exist Not Exist Iran: Deviation rumber {
KONTROL EDEN (Uriin Serbest Birakma - KG) - covrroLLzp BY (Praduct Refease « )
isim: - TARIH: UYGUN
R ¥ Coiniplies
UYGUN DEGIL
Not Comply
_ R QUALITY ASSURANCE sz&mn MANAGER APPROVAL
: B : RIH: YGUN
Name w Date Complies
IMzA: = \ © |UYGUN DEGIL
Slgnarure ok - . |Not Comply
- — — —— e S ————— ——— =
Bu lriin, T.C. Saglk Bakanhy! giincel GMP Kilavuzu ve EU GMP gerekliliklerine, miigteri ilo imzalanan
glincei Kalite Anlagmasina ve milsteri tarafindan enaylanan dretim velveya ambalajlama protokollerine
uygun olarak iiretilmis ve/veya ambalajlanmistir,
The butch has been manyfnctured and/or packaged according to Turkish MoH current GMP galdeline and EU Good Manufaciuring Practices,
and current approved Quality Agr tand ife ing and/or puckaging nstruction approved by the contract giver.
|MESUL. MUDUR ONAY!| - QUALIFIED PERSON APPROVAL SEVK EDILEBILIR
CAN BE SHIPPED
Isim: Fia iy TARIH: $ARTLI SEVK EDILEBILIR (4
Name .\ Dute , CAN BE CONDITIONAL SHIFFED
IMzA: Y KARANTINA SEVK EDILEBILIR (*)
Signature VT, \ CAN BE SHIPFED UNDER QUARANTINE
(* ligili belgeler dretim kaydina ekienmigt,) SEVK EDILEMEZ
(Related documents have been added to the MBR), | CAN NOT BE SHIPPED
ACIKLAMA : T
EXPLANATION
U: UYGUN - C: Complics ~ UD: UYGUN DEGIL - 5¢: Mot Compiy UY:UYGULAMAS| YOK- N4 :Not Applicatie

Uretim 'Yort AQreslsie Adiress: Mafar liag Sanayft A.5. Ramazanogiu Mah, Ensar Cad, No:20 TR-34908 KurtkEy/Pendik|stanbul/ Tirkiye
Uratim Yerl LzIn Belges Mol tuherizatan Mo of Masryherring Lioance: TRATYI2020/34-5
GMP Uygunluk Sertifikast No/a of Certgeuts of GME Campiiance : (TR) TRIGMPI2023/25: (TR-ENG) TRIGMP/2023/28
DK M 10000850; (EU) DK, H 00114518; {HALMED) 530-16/23-06/06; 381-13-08/310-23.11

Form No : 634/25 PRS.KG900001 Ek 1(App.1)
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Flirma Ad) | GENSENTA ILAG SAN. VE TIC. AS.
Comy Name B ] ~ - 7 B ]
Milstahzar ad COZOCU ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Ortin stok ad 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock neine 2 ML GNT ENJ. SUDRREDDYS AMP
Parti numarasi 42D1 [ Ts emr no. 2024002556
Batch number Menufacturing onder,
Oretim tarihi 27.04.2024 Son kullanma tarihi 03.2029
Marufacturing date EBxpiry date
Miktar :89,650 $Sarf Boyu 1200 It/ 93.023
Guantity ! Batch Size | =
Anallzler Spesifikasyonlar Kabul kriteri | Sonuglar
Analysis Specifications Aecepranve criteria Results
GériinGg ~ 'Berrak, renksiz, kokusuz likit T Uygun
Anpearance B | Clear colourless odayless solutl Cia-fies
Asitlik ve bazlik Uygun olmalicr Uygun
Acidin and alkalinit, Must con 1. _ _| Comolies
Imclirgen madde Uygun cimalidir Uygun
Lxidisable substances Must comel | Comylies —
KiorGr 0.5 ppm'den fazla olmamalidir. <05
Chloride | Must ba nat more thon 0.3 2 ni | ot
Nitratlar ve Nitritler | {% 0.00002) 0.2 ppm'den fazla <02
Nitrates end Nitrites clmamahdir,
| 0.06002 %% Must be not mare than 0.2 1.
Shlfat 1 saat iginde kalinh berrak Qﬁzeltl Uygun
Sulfite olmahdir. Complies
The rasult shavld be a clear selurion within
_ _— 1 hear. ———— 1 =
Amonyum 0.6 ppm'den fazla oimamahdr, < 0.6
A tum - | Mdust be pot more than 0.6 aom ] .
Kalsiyum ve Magnezyum Gozelti saf mavl renk Uygun
Cateclim and Magnesium olmalidir.(Menekse tonu dedildie) | complies
Solution nust be pure biue colour.(Not violet
i fore . " —
Agr metallar :0.1 ppm (% 0.00001)den fazla Uygun
Heavy metals jolmamalidir, Complies
l__ i __+ Must be not more than 0.1 rm 20.00001 21
Buharlagma kalintisi % 0.004°den fazla olmamalidir. 0.000
| Residue on evaroration : Maust be nol more than 6.004 85 -
Kondaktivite (25 £ 1 °C) 25 uSlem'den fazla aimamalidir, |8
Conductivit 12544 °C) | Must be not mare than 25 1.5em —
Dolum hacmi 2 ml'den az olmamahdar. 21
Fllliny, volur | Must ot be less than 2 mi - —
Gozle gbrolebilen partikil | Garandr partikal lgaarmemelldlr Uygun
Visible rarticles Must e ‘ree from vistble | articles Lomnlies .
Sterilite Steril olmall | Steril
Sierilif+ Must be sterile ' Sterile
| Bakteriyel endotokein mL'sinde 0.25 IU'den az oimalidir | <0.25
Sacrerial endotoxin . {ifust be less than 0.25 IU in per mL
|Partikll bUyUkinga ve sayis => 10 I 6000 adetampul 62
I - — it
Referans
Reforence MTD.URNOD875/00 ,
Sonug T.C. Safjiik Bakanlifl Beger], Tibbl Urinler imalathaneleri Iyl Imalat Uygulamalan (GMP) Kilavuzu'na
ve briln ruhsat spesifikasyentaring uygundur.
Coniclusion The batch complics with Republic of Turkey Ministry of Health's "Good Mamyfacturing Practices (GMF} for Human Medical
Producis' Mamifacturing Sites Guideline" ond s license specifications.
Tt;:klama 1 ONA = -
Explanation
= — . T, — _ -
Imza/Tarih SignanreDate ~ Lot / Karar Deciston
Onay Approval E Kabul / Release
~23.05.2024
S e
Sayfa No/ Page Nr: 11712




ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Adi GENSENTA ILAG SAN. VETIC. A.S.
Compemy Nante |
Mlistahzar adi ¢OZUCH ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Oriin stok ach 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock name 2 ML GNT ENJ.SUDRREDDYS AMP.
Parti numaras | 4201 | Is emri no. | 2024002566
Batch rmumber | Mamifacturing order. |
Uretim tarihi 27.04.2024 ~Son kullanma tarihi 03.2029
Marufucturing date Expiry date )
Miktar 89.650 Qar] Boyu 200 It/ 93.023
Quantity ) Butch Size |
Analizler | Spesifikasyonlar Kabu! kriter] Sonuglar
Analysis | Spacifications | Aceeptance criteria Results
|am < 6000 particles/ampoule ]
Particle size and count => 10 .m 1
Partikdll bOyUkIDED ve sayis => 25 | <600 adet/ampul 1
pm < 600 particles/ampoute
Purricia size and count => 25 um.
Referans
Reference MTD.URNOO875/00 "
Sonug T.C. Sajhk Bakanhg: Begeri, Tibbi Uriinler Imatathaneleri lyi Imalat Uygulamalan (GMP) Kilavuzu'na
ve tirlin ruhsat spesifikasyonlanna uygundur.
Conclusion The batch complies with Republic of Turkey Ministry of Health's “Good Mumgacturing Practices (GMP} for Heuman Medical
Producis’ Manufacturing Sites Guideline " and i1z license specifications.
“Agiklama N/A o — =
Explanaiion
et DMeae —
mzaftarih Signatire/Date ( ,) £ Karar Decision
onay Approval iy Kabul ¢ Release
| ol 23.05.2024

Sayfa No / Page Nr : 272
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SARJ DOSYASI DOKOMANLAR! KONTROL LISTES! mefqr

BATCH DOCUMENTS REVIEW CHECK LIST

Ta_usteri: Urln Adive bamk — | Serino:
Customer GW Product name #nd volume eEwlr.dU - 2 M |8arr#mbu' C(.Z_b/t |

U |UD | GENEL KONTROLLER
A |NC | GENERAL CONTROLS
L Oritntin Urstim Protokelll veiveys Ambala] Protokolil'ne uygun olarak galmildif kentrol edlidl.

1t wos controlted {f the product is produced approprictely according io the manifecivring protocol,
Oratim-Ambsla)lama-Kalite Kontrol kay yotk(N lrzalan kontral edild).
The authorizsd signatioss of the manugfactring records were controlicd,
| Verlm ve bilaru,'o hauplamm dofrufufiu kentret edlld],

= The 3§ cofoulations were controlled.
Bayfalann bitlngﬂn korttrol ediid],
| Reconclliotion of pages wers caalrolled.

= Drlints ltgi cefizlkiikinT kentred ediidi. Var E‘m

el The product relrtad charge eantrolr wers centrefied, Exini Not exixt
Saolyuk zinclr Oriin veiveys hammaddelern sakiama kogullan kontrol edlidi,
0 Tha stering conditiors of cold chale rew materials amdfor products were controllad,
e Souk znclr firiniin sofuk oda diginda katma sliresl, palet baznda kontred ediidi.
The approyrimeness of the timeein refrigeration was eontrolied for cold chain product's sack paiter,
Orettm Protokai( ve Ambala] Protokollnbn tim sayfa numaralen [le kayrlarm uyguniufiu kertrol adidl. Sayfz seys
Ait page numbars of MBR's and Packaging Records and the suitability of the recerds were checked, Eﬁm&rdm
lg emri numaras: kontro) ediidl
| Workarder numbers were checked,
Osfinal Qewtim protokolinde ogaltdan sayfatann wyguniudu ve dogrulufiu kentrol edildl {varsa)
The conerminy and of the pages reprodused In the original production protoce! were checked (if ary)
ORETIN KAVITLARI
MANUFACTURING RECORDS
Tartim kayifianimn dogrubafiu kontrof edlidh.

LS

] Tha acuracy of welghing records were controlled.
o Kullanifar kazaniann dedike okiuiiu kontrel edild],
Ttwas checked that the vesselr to be wsed are dedicated.
&z FTitralerin sterilizasyon pkblan ve filtre Infegrite test sonugian kontrol edild] (Azot, hava, st, (riin ve alke] Be}
Compatibillty of print of filter stevilizations and filter integrity fest resulis were controlled (With nhrogan, air, water, produst ve aicokod)
i Personelin dofum alanmda kalma stres! kentrol ediid] {Limit: Makeimum 2 saat).
& The contlmuous work time, thase parsonnel Fave boen in the Miling erea, was controlled (Timls; Moxinmm 2 fows),
" Starillzasyon ve leak test] sonuglan kontrol edildl.
E Srerilizarion and leak 1ea resvits werz cantrolled,
Liyofifizasyon 8ncesl va sonresl intagrite test gikktilar Kontrol adild] fvarsa)
- Bafore aud after (vopkifization integriyy priatout is checked (f arp)
- Liyefiilzasyon gkttlannm uygunivgu konirol edildi {varsa)
Compliance of braphilisation muguis checkad (3f aay)
] BWEG, PM$ gikctilanmn uyguniufu kontrol edilidl {varsa)
The compliance of the BMS, PMS guiputs resuls were checked (if ary)
L IPX senugiarinm vygunlugu kentrol adiidl,
The compliancs of the [PC ratults was checked,
= Opiik Kontro! kayrtlannin uygunlufiu kontral adildi.
The suitabllity of the oprical Inspection revords was checiord.
Bog ampulflakon baskdarmin apasifikasyona ve lsamrine uyguniugu kontrol edifdl,
& The compatibility of emply empowlehvied printmuts with specificetions and ordars were controlled,
Etiket basialannia spesifikasyona vo fgemrine uyguniufiu kentrol edildi,
— The compatibiiity of labaling p with speeifl and arders were contralted,
Kapak inkjet bask: biiglter] kentrol ediidi,
hastd Ciip mbjes printing infbrewation checked
AMBALAJ KAYTTLARI
PACKAGING RECORDS !
| | Ambalejtama iglemisrinin Ambalajlema Spesifikasyonu'ng uyguniudu i ¥ edlledl.
=] Tha compatibllity of performed packapiug operalions to the Packaghng Specificarion was conmolled.
Matzeme baskiannm spesifkasyona ve igomrine uyguniugu kontrol edildi,
The hifity of materiafs' printouts with speeifications and nrders were contralled,
Karekad mikten dogrulandi
ot 2D Barcods amowmi vear verified
| - Karekodtu riin kuty bask: bitglier, vertfikasyon gikdalar, Ambals/lama Spesiikasyony kargdagtrmall koatrof adiidL
L | The comparihifity of princs in baxes, verification printouts end Packaging Specification wes vonirelicd comparattvely.
= Biigterti firin bifangosunun vari ve dodruluiiu kentred edildl,
l l The precanss and eccurocy of recencilation cultuletlons bllstsred prodict were conmollsd.
KALITE KONTROL KAYTFLARI
QUALITY CONTROL RECORDS
9 Anallz sonuglatinin sartiffkedaki lmitere uyguniuge kentre! sdild.
V [ I was centrailed if vhe onalywiz results were approprinte within the lmits of the certificate.
[% Core Plus Verl Girigl ve Sistem Audit Trall Kentrol Fermu onay: kantred adikdi.
Approval of Core Phis Data Recard and Systew: Audiz Trell Control Forst war covsiralied.
MIKROBIYOLOJIK KONTROL KIMYASAL KONTROL
MICROBIOLOGICAL CONTROLS CHEMICAL CONTROLS
Sterilite testi kKantrel formu Kbnyagal analiz doki I
y Sreriliry cest form Chemical aralysls documenty
Baktetial Endotoksin (LAL) testl formu
£ Bacterial Endoioxin (LAL) iesi farzt
Likit partikill tost! formu FIZIKSEL KONTROL
£ -1 Particle eount test form PHYSICAL CONTROLS
Bioburden formu Bulk Triin AQL formlan
L] Biabyrden fom Bufk product AQL form
Toplam mikroomganizma sayim formu Primgr ambals] malxemas| kentrol forméar
] Toial micraorgentsm connd farnt Contral forrss of primer packaging macerials
Miktar tayini formu
- Assey form
|~ Gevra va perscnol kontral formlan
& Enviromental and personrel control vesults
[orON SERBEST BIRAKMA BOLOMD:
Prodcs Release Department Natan Ta$t3n Serttag
UYGUN
| , = :
eIt 200 M g 200 W o
,—-) - UYGUN DEGIL
= Nog comply

e

U Uygun UD; Uygun dair
C; Compliag NC: Not comply

F.1103730 PRSKGS00001 Ek 2(App.2)
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

Name of Product/
HanmeHoBanue npenaparta

Batch no./ Homep cepun

Amount of product per batch / Pazmep
cepHH

Date of Control / {ara anannsa
Manufacturing date / {ara npo3soacTsa

Expiry date /IaTa okoH4ARHA cpoka
TOJHOCTH

Water for injections (solvent) /

Boga ana MHbeKLEMEH (PACTROPUTE D)

42D5
89832

07/2024
04/2024
032029

Water for injections (solvent) / Boaa 019 HHBbeKuHi (pacTBRopHTEL)

TESTS /f TIOKA3ATEJIA SPECIFICATIONS / HOPMbI

| Description /Onucanue Clear, colourless liquid without odor. /

[Mpospa4ynas GecLBeTHAs KHAKOCTE Oe3
3anaxa.

Particulate matter / MexaHnyeckHe BRIKHYCHHS

Visible particles / Should be absent. / JomKHbL OTCYTCTBOBATb.

Buoumste vacmuyor

Sub visible particles /
Hesudumpre wacmuyor

RESULTS / PE3YJIBTATHI
Complies / CooteTctyer

Absent / OrcyTeTBy 10T

>10 pm particles / Not more than 6000 particles per ampoule; /
vacTuil pasMepoM = 10 Mrm | He Sonee 6000 Ha aMnymy;

>25 um particles / Not more than 600 particles per ampoule. /
4acTHI pasMepoM = 25 MkM | He Gonee 600 Ha ammyny.

' Acidity and alkalinity / Test sample should pass the test. / Complies / CooTBeTcTBYET
KucaoTHocTh H HIEI0YHOCTE Hensrryemsiii o6paseil JOMKeH BEIESPKHRATE
HCTIBITAHYE.
|
Reducing substances / Test sample should pass the test. / Complies / CooTBeTCTBYET
| BoceTaHABIMBAIOIIHE Hcnerryemeiii o6pasell 1oKeH BEIRSPKUBATE
BEINECTBA HCTIBEITAHHE.
| Carbon dioxide No turbidity should be observed within 1 hour. Complies / CooTeReTCTBYET
| ¥Yraepoga suokcHn / He momxHO OBITE MOMYTHEHHA B TEUCHHE
1 yaca.
| Chlorides/ XJopuasl - Not more than 0.5 ppm. / He Gonee 0,5 ppm. <0.5ppm
"Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <(.00002% (<0.2 ppm)
HuTpaThl H HHTPHTBI He 6onee 0,00002 % (0,2 ppm).
I Sulphates / Cyandathi No turbidity should occur within not less than Corﬁplies / COOTBETCTBYeT

‘ 1 h. / B TreucHne He MeHee | yaca He FOIDKHO

HabJOIATRCA MOMYTHEHHE.

i Ammonium / AMMOHHIi Not more than 0.6 ppm. / He Gonee 0,6 ppm.

<0.6 ppm
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

TESTS / IOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATHI

Calcium and magnesium /
Kansumii # Marnnit

Heavy metals/ Ta:xensbie
MEeTANIBI

Pure blue color should be observed (without a
violet hue). / JomkHo HabMrOOaTECS YACTO
cHHee okpaltnBanue (6e3 guonerosoro
OTTEHKa).

Complies / CooTBEeTCTBYET

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

" Residue after evaporation /
Cyxoii ocTaToK

‘ Conductivity /
NeKTPOTIPOBOTHOCTh

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

<0.00001% (<0.1ppm)

0.000 %

Not more than 25 pS/ecm. /
He Gonee 25 MKkCM/cM.

| Extractable volume /
HM3BaekaeMblii o0bem

Bacterial endotoxins /
BakTepHanbHbIe 3HIA0TOKCHHDI

Not less than label claim (not less than 2 ml). /
He MeHee HOMHHANBEHOTO (He MEHee 2 MIL).

7 uS/cm./
7 MECM/CM.

2ml/
2 Mn

Not more than 0.25 EU/mL of water for
injections. / He Gonee 0,25 ED/Ma Bogs! ans
HHBEKITHH.

' Sterility / CrepuasHocTb

Should be sterile. / JJomkHa OBITE CTEpUIBLHOL.

<025EU /mL/
| <0.25E3/ mn

| Sterile / CrepunnHo.

| Packaging / ¥Ynakogka

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. /
llepBAYHAadA YI1AKOBKA

Mo 2 mur pacTeopuTens (Boga AN MHBEKUAH) B
aMmyny w3 Oecrnsernoro crekna, thn 1. Ha
BepxHell 9acTH  aMIyNElL  HaHeceHa Touka
PazIOMa OPAHKEBROTO 1(BETA.

| Shelf-life / Cpox roanocTn

5 years. / 5 ner.

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. /
[TeppAyHAad yIAKOBKA

Mo 2 ma pacTBopuTens (Boxma ns
HHBEKIMIA) B aMIyny — H3
OecieerHOTO cCTexnma, Tum 1. Ha
RepxHell YacTH aMIynbl HaHeceHa
| TOUKa pA3NOMa OPEHKEBOTO LBETE,

Assessment: / 3akTOueHHE:

#1 on 25.04.2023 /
Cepns COOTBETCTBYET TpeOOBaHUAM HOpMaTHBHOTO AokyMenTa JIC-000295-160721,
Uamenenue Nel ot 25.04.2023.

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

| Ali Ethemoglu

Quality Cantrol Supervisor

ENEE

iy
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UYGUNLUK VE SEVK iZIN BELGESI

CERTIFICATE OF CONFORMANCE AND SHIPMENT RELEASE

FIRMA : ORON MUSTAHZAR ADI: PIYASA:
Company Pml’n:tmt: . Market
b S -

GNT  fadalel ENGELSMONWL. SU 2 ML AmPLL RUSMA
iS EMRI NO: PART] NUMARASI: SEVK MIKTARI:
Work order number Batch number Quantity of shipment

2024002689 4rns 83832

| - KALITE GOVENCE - QUALITY ASSURANCE _

IDokiiman Tipl U i UD | UY |Dokiiman Tipl u fupjuy|
T.re 0! Docrment C NC § NA | Tvpe of Dociment C NC NA
Analiz Sertifikasi s | Etlketleme [} Baskih Ampul/Flakonf. | -

CertlHcate e Aniluly ) LabeBinr Printed Amroude/Vial

Kalite Kontrel Kayrtlan (KKL+MBL) Ya Kapak Inkjet Baski e
isuulir Control Records (GC+MBL) Cap Infiet Printine _

éretim ) v Blisterleme [] Kutulama [7] .

Many ectyring _ Biistering Boxdng
[Proses validasyon i Ticari . Difer: Flyat baskisi Var Yok E
\Process validation Commercial  Other h"lﬁ. Price print Exirt Not Exdist ]
Karekod varlifi: var [T] Yok [~ Parslye! sevk Evet D Hayir Er"

Exisiance of 2D eode Eocist Not Exist | Partiel Shioment Fas Ne -

{CBzicii varhigt: Var —m Yok [} Versa; Parti numarass: SKT: NIA
|Exiriance of dilwent Exit NotExist _franv  Batch number NiA Hxziry date
Sapma varligi: Var D Yok Eﬂ Varsa: Sapma no:

Exinence o] Deviation Exist NotExist _ Iran.  Devition number N b‘

KONTROL EDEN (ﬂrﬁ? Serbest Birakma = KG) - CONTROLLED BY {Product Release - OA)

isimM: by y TARIH: UYGUN

g M, qe[@fﬁ'fezc‘ o 1315 202 pd Eanplie

za: | A UYGUN DEGIL
|Signasare Not Comply

SENTOR MANAGER APPROVAL
' GUN
i Complics

' UYGUN DEGIL
Slenature 7 ‘;ﬂ/’; Not Comply

Bu liriin, T.C. Saghk Bakanli glincel GMP Kitavuzu ve EU GMP gereklillklerine, miigteri lle imzalanan
giincel Kalite Anlasmasina ve miigteri tarafindan onaylianan (iretim vefveya ambalajlama protokollerine
| uygun olarak dretilmig ve/veya ambalajlanrmgtir.

The batch has been manufactured and/or packaged according 1o Turkish MoK curvent GMP guidetine and BU Good Manwfacturing Practices,

and current approved Quality Agreement and manufactaring and/or packaging instraction appravad by the contract giver,

—

MESUL MODOR ONAYI - QUALIFIED PERSON APPROVAL : EVK EDILEBILIR
- Avdin CAN BE SHIPPED
Isim:  pirry 2 1400, Haur AYAT pARIH; — SARTLI SEVK EDILEBILIR ()
Neme | Hhesul Mddar Date CAN BE CONDITIONAL SHIPPED
imza: Quafiied Persan KARANTINA SEVK EDILEBILIR (*)
\Stynature dﬁw,,_, s CAN BE SHIPPED UNDER QUARANTINE
(* ingiti belgelér&rmLL kaydina eklenmigtir.) SEVK EDILEMEZ
{Related documents have been added to the MBR}. CAN NOT BE SHIPPED
ACIKLAMA :
EXPFLANATION N H

U: UYGUN - C: Comglis  UD: UYGUN DEGIL ~ NC: Not Comply UY:UYGULAMASI YOK- N4 :Not Applicable
Dretih Yar Advesisns dddess: Mofar lag Sanayii AS. Ramazancfiu Mah, Ensar Cad, No:20 TR-34908 Kurtidy/Pendikistarul Trkiye
{retitn Yeri kzin Belges Noltuthoriuion Mo of Mengfuctring Licence: TRIDYI2020/34-6
GMP Uyglmi, Sertificast NolNo of Cortiatt of GMP Complizace  (TR) TRIGMPI2023/25; {TR-ENG) TRIGMPI2023/28
DIC H 10000550 (EU) DK H 00114618;  (HALMED) 530-10/23-C6/06; 381-13-08/310-23-11

Form No : 534/25 PRS.KG900001 Ek 1(App.1)
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ANALIZ SERTIFiKASI
CERTIFICATE OF ANALYSIS
Firma Ads | GENSENTA ILAG SAN. VE TIC. AS.
Compary Name
Milstahzar ad ¢OZ0CO ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Ortin stok adi 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stack name 2 ML GNT ENJ.SUDRREDDYS AMP.
Parti numarasi 42D5 ' - ig erari no. 2024002689
Batch rumber - jii Elufacmrbrg order.
Oretim tarihi 29.04.2024 Son kullanma tarihi 03.2029
_ Manufacturing dute Expiry date
Mikiar £9.832 Sarj Boyu 200 It/ 93.023
Quantity Batch Size i
Analizler Spesifikasyonlar Kabul kriter] Sonuglar
Analysia [ Specifications Acceptance criteria | Results
|Goriindg Berrak, ranksiz, kokusuz likit Uygun
Arvearance Clear_colourless odorless solution Comnlies A
Asitlik ve bazlik Uygun cimahdir Uygun
Acidicy artd afkgling |Mustcom d |2 amglies
ndirgen madde Uygun olmahdir Uygun
|Quidigable substances | Mustcomih _(tomulies
|Kloriir 0.5 ppm'den fazta olmamaldis. <0.5
-'I Chloride | Must be nat mare than 0.5 yem -
Nitratlar ve Nitritler . {% 0.00002) 0.2 ppm'den fazla <0.2
| Nitrates and Nitrites i olmamalidir.
L | 8.00002 % Must be nat more than 0.2 1rm | 1
iSilfat 1 saat iginde kalinb bermak gbzeli | Uygun
Sulfire olmaidir. Complies
The result showld be o clear solution within
o — hoter, — - . - - I
|Amonyum 0.6 ppm'den fazla oimamalidir. <058
Ammonhan | Must be niot more than 0.6 m -
Kalslyum ve Magnezyum Cozelti saf mavi renk Lygun
Caletum and Magnesium olmalidir.{Manekse tonu dedildit) | compites
Sohution must be pure blue colour.(Not violet
——. | lone! . .
Adir metaller 1I 0.1 ppm (% 0.00001)'den fazla <01
Heavy metals ofmamahdtr.
| — | Must ba not mtore than 0,1 xm 0.00001 % _——
{Buharlagma kalintrsi | % 0.004'ten fazla olmamaldir, 0.000
Rexidue oN evaporation M be ot moye than 0,004 56 - = =
Kondaktivite (25 £ 1 °C) 25 pSiem'den fazla olmamahdir, 8
Conductivire 25x8 °C. Must be not more than 25 ..8/em il - i
Dolum haemt Etiket deferinden daha az 2.1
Filling volume olmamalidir(2 mi‘den az
clmamahdir.)
Not less than the label value (Musi not be
=== less than 2 mi)
Partiklil biyukl0gt ve sayis:
Particle size and count 1
Gozle gbritebllen partikal GUron0r partikdi igermemelidir. | Uygun
Visible nariicles _| Must be ree rom visible rarticles . Comy jies
Sterilite B Steri! olmahdir | Sterll
Referans
Reference MTD.URNODS75/01
Sonug T.C. Sajlik Bakanligj Begeri, Tibbt Urdnler Imalathaneleri iyl Imalat Uygulamalan (GMP) Kilaviezu'na
| ve Urlin ruhsat spesifikasyonlaring uygundur.
| Conclusion The batch camplies with Republic of Turkey Ministry of Health 's “Good Manufacturing Praciices (GMF) for Fuman Medical
| Producis ' Memufacturing Sites Guideline" and its license specifications.
‘Aqmlama [ NA
Explaration
imzaTarih signature/Date ,x"'l £ e ‘ Karar Decision
Onay Approval th . Kabul / Release
n i
] LY 23.05.2024
’ SayfaNo! PageNr: 1/ 2
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Adi GENSENTA ILAC SAN. VE TIC. A.S.
Compeoty Name
MOstahzar ads ¢6Z0CU ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Uron stok adh 2 ML GNT ENJ.SU DR.REDDYS AMP.
Produci stock name 2 ML GNT ENJ.SU DR REDDYS AMP,
Parti numarast 42D5 s emri no. 2024002889
Batch sumber Memufacturing order.
Uretim tarihi 29,04.2024 Son kullanma tarihi 03,2029
Memyfacturing date Expiry date
Miktar £9.832 Sarj Boyu 200 It/ 53.023
Quantiy Batch Size
Anallzter Sposifikasyonlar Kabul kriteri Sonuglar
Analysis Specifications Accemtance critetia Results
| Sterillnt ) Must be sterile | Yiprile N
Bakteriyel endotoksin misinde 0.25 lU'den az olmalidir | <0.25
|Bacierial endotoxin Myt bu fuxy then .25 IU tn er ml —
Partikdl bOyOkIOH0 ve sayisi
LParticle size pnd eoumt . =
Guzle gbrilemeyen partikil => 10 | Maks. 6000 adet/ampul 23
Hm Mex. 6000 pieces/omponle
Sub-vistble rarticles => 10 am —=
Gtzle gbrllemeyen partikdl => 25 | Maks. 600 adet/ampul 1
Hm Max. 600 pieces/ampoule
| Sub-visibie rapticles => 25 .m
Referans
Reference MTD.URNOD875/01 .
Sonug T.C. Sagik Bakanh@ Begeri, Tibbl Urlnler Imalathaneleri lyi Imalat Uygulamalar (GMP) Kilavuzu'na
ve Oriin ruhsat spesifikasyonlanna uygundur.
Conclusion The barch complies with Republic of Turkey Ministry of Health s “Good Manyfacturing Practices (GMF) for Humon Medical
Products' Monufacturing Sites Guideline ™ and its license specifications.
j Agiklama N/A -
Explenation
ImzarTarih Signature/Date ! Karar Decision
onay Approval o Mg Kabul # Release
LT anagdy 23.06.2024
1\% Sayfa No / Page Nr: 272
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BATCH DOCUMENTS REVIEW CHECX LIST

Magtari; Tivin At we hacmi: \ | Soni no:
Curiomer Prodict name and vofume — .= Bareh mober
We su-2mcL
(aNT g s () DS
{7 US| GENEL KONTROLLER )
A NG | GENERAL CONTROLS
e Driintin Jretim Protokoll vefreya Ambata) Protokolli'ne uygun olarak gahgildifi kentrol edildl
A6 il 1t wers controlled i the product b produced approprictaly accordtng o the mamufacturing protocol,
Oratim-Ambalafama-Kalite Kontrol kaymiarnin yetklii Imzalan kontrol sdildi.
(el The autharized signatures of the mamyfrchiring records were contolled:
Varim ve bilange hesaplanmin dofrulufiu kontrol ediidl.
» The accwrosy of eld and flation calculations were controlled,
Sayfalann bilangosy kontrol ediidl,
el Reconcilimion of pages were controllsd,
o Drilnte Hgll degisikTikler kontro edlid, D\m Yok
Tha produuct related change controle viorn controlied. Erist Not exiet
Soguk zinsir Grin vafveys hammaddelerin sakiama kegullan kortrod sdildi.
e The staving conditions of eold chaln raw wisterinls ondfor prodtess wers comrolied,
e Sofiuk xinelr Grinln sofuk oda diginda Xalma sdresl, palet bazinds kontrol edildi.
The appropriatensss of the tuttout refHiperation was conirolied for cold chaln produst's each palies,
Oretim Protokalll ve Ambsla) Protoke|intin tm sayfa numaralan fle keyriiann uyguniufiu kontrol adliidl nyfe sanis!
i~ All page members of MBR's and Packagirg Records end the sultability of the racords were checked, E?ﬁ‘mﬂer of pages
b5 sl numaras: korrol edidl
e orkorder mumbers were checked
A Crjinal fretim protokeHinde gofaltlan sayfalarin ayguiiugu ve dofirulugu kontrol edlidl {varse)
_______J The conforminy and of the pages reproduced In the origingl produetion prorocol were cheeked (If o)
ORETIM KAYITLARI
MANUFACTURING RECORDS
Tartm kayrtianmu dofrulufu kontrol edildL
— The acuracy of welghtiig reconds wwene controfied.
= Kullamilan knzantarn dedike oldugu kontrol sdildi.
It was chacked that the vessals to bo wed are dedicoiod.
Flitralertn sterilizasyon gadtan ve filire integrite tost sonuglam kentrol edildi (Azot, hava, su, {irlin ve alkol ila}
et Compatlbifty af print of flver gerilisaticn: aad fikar Lniegelty et resufis were contrulled (Fith niirogen, alr, waier, produc w alcolof)
e Parsonelin dolum aksnda kate stires! kontrol edic] {Limit: Maksimum 2 saat).
The contlaupus work time, thase ! hove been n the flling ares, war comtrolied (Lunit: Maxtmum 2 hours),
e Gtarliizasyan ve leak testl sonuglan kantrol edildl,
Steriftzation dnd leak test results were contralled.
=, Livofifizasyon Snoesi ve sonrasi Intagrite test giktian kontrel edildl {varsa)
Bafore and after ipephiléentlon integrify printows is checked (if anp)
(- LiyofRizasyon giktilarmmn uygumiuja kerdrof edild] {verse)
Compliance of lyephilization oulpirs ehecked (f any)
L~ BMS, PME gikirlarnan vyguniufu korstrel ediTdl (rarsa}
The compliance of the BMS. PMS ouipiuts resuhs were ehecked (if any)
— IPK sonugtannin uygunhufu kontre] edidl
The complianee af the IPC rerule wes checked,
[ Optlk kontrol ksyrlarmin uyguniujiu kentrof editdl
The suitabliizy of the apical inspection records was chncked,
e Bog iHlakan Bask) spesHikacyona ve lgemrine uygunlufu korrol editdi.
The compatibilily of empty ampoleinal printouls with specifications and arders were controlfed,
Etiket baskdlannin spesifikesyons ve ipemrins uygunlufu kontrol editdl.
The compatiblly of labeling printouts vith specificotions and orders ware controlied.
— Kapak Inijet bask bilglien kontrol edild].
Cap nkfet prindng inforsation checked
AMBALAJ KAYITLARI
PACKAGING RECORDS
Ambalajlama iglemlerinin Ambatajiama Speaifikasyonu’na uyguniudiu kentrol edildi.
—] Thhe compatfbility of performed packaging operatians v the Pdekaging Specficatian wax coniroflsd.
Matreme wun spesifikasyona va igemring uyguniuf { eddildl
pr— The compadbitlyy of maseriais’ printowts with specifications and ordars wine contrulled.
Kareked miktan dojrulanch
——| 202 Barcode amount war
Karekodit dr(in kule baska bilgeri, verlfikssyon ¢iktdan, Ambalajt Spesifiasy ikargilagtirmah konirol adildi,
iy The compaiibifity of prints in hooes, verification printouts end Packaging Spectfication was eontrolled comperativly.
| = Blistord] triin bilangesunun varij ve dofrulufiu kontrol adildi.
The precense and. of resancilation calewlations blistsred product were centrolied.
KALITE KONTROL KAYITLARI
QUALITY CONTROL RECORDS
Analiz sonuclannin sertifikadaki limittere uyguniufu kentrol edlidi.
It was controtied {f the asalysi results wore approprizie within the Barlis of the eeificare,
‘/’ Core Plug Veri Girisl ve Sistem Audit TRl Korfval Formu onay kontrol edildi.
Approval of Core Phey Data Record and Sysiem Awdit Troll Control Fore was contrelizd,
MIKROBIYOLOJIK KONTROL KIMYASAL KONTROL
MICROBIOLOGICAL DONTROLS CHEASCAL CONTROLS
Sterilite teati kanirol formu Kimyasal analiz doklimantan
v Steriliys 1est form Chemical analysiz decumenis
o Bakterial Endetokein (LAL) test] formu
Bacterial Endosexin (LAL) 1exiform
% Likit parfikQll tosti formu FIZIKSEL KONTROL
Partlele cenmi fest forze PHYSICAL CONTROLY
o] Bloburden formu . Bulk firfin AQL formlan
Blokurden form Y| Btk product AGL form
— Toplam mikroorg, sayim formuy Primar ambala] malzemesi kontrol formtan
Total micrecrganism coun form Controf forms of primer packaging maserials
MIktar taylnt formu
A=ty form
Gevre ve personel kantrol formlan
V Enwromental and personnel conire] reselts
URON SERDEST BIRAKMA BOLOMO: .
Product Relesss Depariment M dee Qerezm

Canmolling Dare

Approval Date

KONTROL TARIHI: g/ '_Gg_ M4 ONAY TARIHL: IZ’ uc::;:

MZa: i
|Stguatiire ,'&,/“)éj‘

Mot comply

73 05 202 D UYBUN DEBIL

U: Uygun

4 UDrUyundedll

C: Complies NC: Not comply

F.1103/30
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