CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Produect/
HaumenoBanue mpenapata

Batch no./ Homep cepuu

Amount of product per batch /
Pasmep cepau

Date of Control / Jara ananusa

Manufacturing date / lara
MPOH3BOACTBA

Expiry date /laTa oxon4anun
CpOKa refHeCTH

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPEJ®, nmoduanzaT A0s NPUroToBIeHHS pacTBOpa A5

HHBEKIHii, 20 mr
24106301 A

41.367,000

10.2024
09.2024

08.2027

TESTS / MOKA3ZATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / '
PE3YJLTATHI

. Appearance / Onucanune

Identification / TlopnumuaoCTL

Yellow with greenish tint lyophilized powder. /
JImodunr3MpoBaHHBI MOPOIIOK  JKEITOTOo
3eJIeHOBAaTLIM OTTEHKOM HBETa.

Tenoxicam by HPLC /
Tenoxcuxam (B3:KX)

Tenoxicam by UV-

| spectrophotometry / Tenokecuxam
(Y-
CHEKmMPpohomoMempuyecruii)

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
VIEPKUBAHIA nyKa  TEHOKCHKAMa  HA
XpoMarorpamme HCIIBITYSMOTO pacTBOpa
TOIKHO COOTBETCTBOBATE BPEMEHH
yIepHBaHH NUKA  TeHOKCHKaMa  Ha
XpoMarorpaMMe CTAHAAPTHOTO pacTeopa (CM.
«PoacTeeHHEIE MPUMECH, olipenielieHHe
CAHHUYHBIX TIpEMeceii W CYMMBl TpHMecei
(254 nm)).

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). / V®-crierrp
MIOTTIOMIEHHS HCHBITYEMOTo pacTBopa,
TIPUTOTOBNEHHOTO I KOJIAYECTBEHHOTO
onpenereHus, B o0mactd ot 230 uM no 400 M

JOIDKEH HMETE MAaKCHUMYMbI TIPH IAMHAX BOJH |

257 + 218m, 285 £ 25M u 368 + 2HM (cM.
«KonuyectBenHOE OnpeneneHHe TEHOKCHKaMay ).

Complics / CooTrercTByeT

Complies / CooTBeTCTBYET

Complies / CooTsercTryer
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CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIU3A

TESTS / MOKA3ATEJH

SPECIFICATIONS / HOPMHBI

 Sodium metabisulfite /
Hampus memabucyashum

| Dissolving time / Bpemst
| pacTBOpenns

RESULTS /
PE3YJIbTATBHI

| 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 ynepxuBaHHA HHKa
HATpHA MeTaOHCYNbGHUTa HA XpOMATOrpaMMe
HCIOBITYEMOTO pacTBopa JIOIDKHO
COOTBETCTBOBATH BPCMEHH YISDKHBAHUS [MKA
HaTpus MeTabMcynbdHT2 Ha XpoMarorpamme
cTanaapTHoro pacteopa (oM. «KoawiecTeenHOE
OMpeaeNenne HATPUS MeTAOKCYIbdUTAN ).

CEKYHII.

Appearance of Reconstituted
solution / Onncanue
BOCETAHOBJIEHHOI0 PACTBOPA

Not more than 60 seconds. / He Gomee 60 |

Complies / CoorsercTeyer

19sec/ 19 cex

| The product should dissolve completely without
of undissolved particles and visible particulate

matter. The solution should be clear. / IIpenapar |

IOIKeH PACTBOPATHCH TONHOCTEIO <
OTCYTCTBHEM HEPacTBOpEHHBIX 4acTHI, 0Ge3
BUIUMBIX MeEXaHHYECKAX BEJOUeHHH. PactBop
JOIDKEH OBITh TIPO3padHEIM.

Solution clarity /
Ilpo3pa4nocTs pacTBopa

Solution Color /
IeeTHOCTsL pacTBOpA

pH

Particulate matter / Mexanu4yeckne BKINYCHUSA

Visible particles /
Budumsre ugemuym

Subvisible particles /
Hegudumere uacmuyvr

=10 pm particles/
Yactun, pazMepoM = 10 MKM

=25 pm particles/
HacTun pasMepoM = 25 MKM

Complies / CooTpeTCcTBYET

The product solution should be clear. / Pacteop
NpenapaTa goMxKeH ObITh NPO3PadHEIM,

Complies / CooTreTCTBYET

The product solution should not be more
intensively colored than the reference solution
GY. / CreneHb OKpacky pacTBOPA MPCIApaTa He
JOJIKHA NPCBRIIATE 5Tamon GY).

Complies / CooTBerctyeT |

7.5t010.0./017,5 no 10,0.

9.2

| Should be absent/ JTomkHbl OTCYTCTBOBATh

Not more than 6000/vial; /
| He Gonee 6000 Ba dmaxon;

Not more than 600/vial. /
He donee 600 Ha iakoH.

| 0/ pnakon

Absent /O1cyTCTBYIOT

118 / vial
118 / dpnakon

0 / vial
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

TESTS / TIOKA3ATEH

SPECIFICATIONS / HOPMBI
|

Related substances / Poncreennsie

NpPHMeECH

2-aminopyridine /
2-aMHHOTUPHITHH
Individual unidentified impurity /

Ennuntisas
HeMACHTUGHIHPOBAHHAA IPHMECE

Total impurities /
Cymma npumecei

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

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

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

Uniformity of dosage units /
OaHoponHOCTE NO3HPOBAHHS

Water /Boaa

The Acceptance value (AV) should be not more
than 15.0. / llokasarens npuemmemocts (AV)
AoMmieH ObITh He Gomee 15,0.

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

Bacterial endotoxins /
BbakTepuanbHble YHI0TOKCHHBI

Not more than 1 EU/mg of tenoxicam. /
He Gonee 1 ED/Mr renokcuxama.

RESULTS/
PE3YJbTATEI
| Not detected / He

oOHapyxeHa
Not detected / He
obHapyxeHa
Not  detected !/ He
ofHapyHCHA

AV=2.2 (n=10)
N 1.6 % it

<(.128 EU/mg /
<0.128 E3/ Mr

! Sterility /CTeprabHocThb

Should be steriie. / Jlomaxen OBITE CTEPHILHBIM.

Sterile / Crepunen

Assay / KosqmdecTBeHHoe olipeene

Tenoxicam / Tenoxcuxam

Sodium metabisulfite /
Hampun memabucyrohpum

COJCPHKAHY,

HHE

90.0% to 110.0% of C,3t1;1N3048; (tenoxicam)
of label claim. / Ot 90,0% mo 110,0%
CizH11N3048; (reHOKCHEAM) OT HOMHHANBHOTO
COfIepKaHHA.

99.5 %

85.0% to 110.0% of Sodium metabisulfite of the
label claim. / Ot 85,0% pmo 110,0 % warpus
MeTadHcynedrTa ot HOMHUHATHHOTO

96.5 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TESTS / MOKA3IATEJHN
Package / YnaxoBka

" Shelf-life/ Cpox rogHocTH

SPECIFICATIONS / HOPMEI

RESULTS / PE3YJbLTATBI

[ Primary package

20 mg of the tcnoxicam 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. /
lleprrvAas v IaKOBKa

Tlo 20 Mr TeHokcHKaMa BO (UiakoH U3

DecBETHOTO CTEKIIA THII I,
YEYNOPEHHbLH npo0Koif H3
OpoMOyTHNOBOH  pesuHBl, o(waToil

ANHOMHHHCBBIM KOJIMNMAYKOM ¢ KOHTPOJICM
OEPBOTO  BCKPBITHMA W TUIACTHKOBBIM

IHCKOM noBEpX ATIOMHHHEBOTO
| konmauka.
| 3 years. / 3 roma.
KIT / KOMILIEKT

| TESTS / HOKA3ATEJIH

SPECIFICATIONS / HOPMBI

Kit package / ¥YnakoBka
KOMILICKTa

_Labelingl Maplc;pomca

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. /

BropuuHas ymakoBga

Tlo 3 ¢nakoHa ¢ npemapatoM H 3
aMITyAbl ¢ PACTBOPHTENIEM MOMEIAIT B
KacceTy W3 MONHBHHHIXIOPU/IE,

1 kacceTy BMCCTE C HMHCTpYKOHeH 0o
NPUMEHSHHI0 TIOMEIAIOT B TAUKY

KapTOHHYIO.

| 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. /
IlepsryHad vOakoBka

Io 20 mr TcHOKCHKaMa BO (MIakoH u3

GecLIBeTHOT O cTeKaa THII I,
YKYIOPEHHBIH mpobxoii u3
OpoMOyTHIIOBOH  pesumbl,  obwaroit

ATHOMHHHCBEIM KOMNAYKOM € KOHTPONEM
[IEpBOro BCKPBITHA H IDIACTHKOBEIM

JHACKOM TIOBCPX ATHOMHHHEBOT O
| KOJHIavKa.
| RESULTS / PE3YJIBTATEL
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 carion
pack. /

Bropuunas yriakoBka

[Io 3 d¢unaxkona ¢ mpemapatoM u 3
AMITYJIBI ¢ PACTROPHTENEM [MOMELIAT B
KacceTy M3 NONUBHHMIxNopuma. |1
KACCETy BMECTe C WHCTPYKIHEHR 1o
OpPHMEHCHHE} TIOMENNAIOT B IAuKy

KAPTOHHYIO.

According to the ND. / B cootBeTcTBHH
C HOpMAaTHBHOH TOKyMeHTaIHeM.

Complies as prescribed / CoorsercTyer
TpeboBAHMAM
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Kit storage / For confizuration 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, /

JLig ymakosku 1o 3 duiakoHa ¢ TpenapaToM M 3 aMIny sl ¢ PACTROPHTENEM B
Kaccere:

B opurunansHoi yrakoBKe ((PrakoHEl ¢ NPEHAPATOM H AMITyJIbl ¢ PACTBOPUTENEM B
navke) mpH TeMueparype #e Boime 25 °C.

. _ | -
| Kit shelf life / ' 3 years. The kit shelf-life is determined by the shelf-life of the medical product for
Cpok roamocTl xomnaexta | human use. / 3 roga. CpoK rogHOCTH KOMIUIEKTA ONPENENAETCS CPOKOM TOAHOCTH
JeKapCTBEHHOTO TIPENapara AN MEHIHACKOTO IPHMEHEHHS.

Assessment: / 3axmouenue: The batch complies with the specifications according to ND JIC-000295-160721,
amend #1 on 25.04.2023. /
Cepus cooTBeTCTBYET TPeOOBaHHAM HOPMATHBHOTO nokymenta JIC-000295-
160721, Msmenenue Nel ot 25.04.2023,

API name (INN) / nanmenoBanne ADC (MHH): Tenoxicam / Ternokcrkam
API manufacturer batch number / 92035723

Homep cepun npomsoautena ADC:

FP Manufacturer API Batch number / 23111680

Homep cepnn cyGerannnn npoussogutens [JID:

API Manufactured by & country / Edmond Pharma S.r.L., Italy /
IIponszeoaurens ADC, cTpana: 2nmongn @apma, C.p.JI., Mramus

Quality Control Supervisor
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product/
HanMeHOBaHHe Npenapata

Water for injections (solvent) /

Bopaa gas MHbeKO}MHA (PACTBOPHTEJID)

Batch no./ Homep cepau 42C4
Amount of preduet per batch / Pazmep : 89583
cepHu

Date of Contrel / laTa anannsa 07/2024
Manufacturing date / JaTta npousBoacTea 03/2024
Expiry date /IaTa oxoHuaHnst cpoka 02/2929

TOOHOCTH

Water for injections (solvent) / Boga nnis aHbekunii (pacTBOpHTEb)

TESTS / IOKA3ZATEJH

Description /Onncanne

| Clear, colourless liquid without odor. /

SPECIFICATIONS / HOPMbI

RESULTS /PE3YJIBTATEI

TIpospaunas GecrpeTHas MHAKOCTE 03

| 3amaxa.

Complies / CooTBeTCcTBYET

Particulate matter / MexaHuuecKHe BRIIKOYMEHHS

Visible particles /
Buoumvie vacmuywr

Sub visible particles /
Heeudumbie uacmuybt

>10 pum particles /

YacTUL pa3MepoM = 10 MKM

=25 pm particles /

YACTHI] PAZMEPOM > 25 MKM

' Acidity and alkalinity /

KucoTHOCTE H ISTI04HOCTE

Should be absent. / JJonkHBI 0OTCYTCTBOBATE.

Absent / OtcyTcTBYIOT

Not more than 6000 particles per ampoule; /
He 6onee 6000 na ammyny;

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

Test sample should pass the test. /
HcnpiTyeMEliil o0pasel J0I#CH BRIICPKHUBATE
HCTIBITAHHE.,

Reducing substances /
BoceranaBansanimme
BeLliecTBA

Carbon dioxide
¥Yraepoaa AHOKCHA

C_hloridesl Xnopuasr
Nitrates and Nitrites/

HuTpaThi H HHTPHTDI

Test sample should pass the test./
HcmeiTyeMsbtit o6pazer JOKEH BBICPKHBATh
HCIBITAHKE,

1 No turbidity should be observed within 1 hour.

/ He noimxHO OBITE TOMYTHEHHA B TEYESHHE
1 gaca.

Complies / CooTBeTCTBYET

Complies / CooTreTcTBYCT

Complies / CooTBETCTBYET

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

<0.5ppm

| Not more than 0.00002 % (0.2 ppm). /

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

Sulphates / Cyangarbi

Ammonium / AMmonmii

No turbidity should occur within not less than
1 h./ B TeueHue He MeHee 1 yaca He AOMKHO
HabIrIaTecAa MOMYTHEHHE.

<(1.00002% (<0.2 ppm)

N Complies / CooTBeTCTBYET

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

<0.6 ppm




AeEnse

CERTIFICATE OF ANALYSIS / CEPTU®OHUKAT AHAJIU3A

TESTS / IOKA3ZATEJH
Calcium and magnesium /
Kansumii ¥ Maramii

Heavy metals/ Tsxcennie
MeTaJLIbE

SPECIFICATIONS / HOPMLI

RESULTS / PEIYJABTATHL

Pure blue color should be observed (without a
violet hue). / KomxHo HaOmMOAATECA 9HCTO
CHHee OKpallHBaHue (0e3 (HoneToBoro
OTTEHKA).

Complies / CooTBeTcTBYET

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

Residue after evaporation /
Cyxoii ocrarok

Not more than 0.004%. / He 60:1ee 0,004%.

1 Conductivity /
DAEKTPONPOBOAHOCTD

Extractable volume /
H3paexaemMblii 00beM

Not more than 25 uS/cm. /

He donee 25 mxCwm/cm.

<0.00001% (<0.1ppm)

0.003 %

5 uS/cm./
5 MECM/CM.

| Not less than label claim {not less than 2 ml). /

He MeHee HOMMHANBHOTO (He MeHee 2 M),

Bacterial endotoxins /
BakTepnaabHble JHIOTOKCHHBI

Not more than 0.25 EU/mL of water for
injections. / He Gomee 0,25 E3/Ma Bons! mna
HHBEKIHA.

Sterility / CrepnianHoCTE

2ml/
2 MIT

<0.25EU /mL/
<0.25E3/ Mn

Should be sterile. / Jomxna OLITE CTEpUIBHON.

Packaging / ¥nakopka

Shelf-life / Cpox ronnoctH

|'s years. / 5 mert.

Sterile / CtepunsHo.

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. /
[leppHyHad Y IaKOBKA

o 2 M pacteopurens (Bona VA KHBEKLAH) B
aMnyny u3 Oecusernoro crekna, tam 1. Ha
BEpXHeH 4YacTW aMIylbl HAHECCHA TOYKa
pazmoMa opaHKeBOro LBETA.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
TlepeHuHAas YNAKOBKA

ITo 2 mMn pacteopurena (Boja ans
HHBEKUHH) B aMmmyly W3
BGecuperdoro crekna, t™n 1. Ha
BEpXHEH YacTH aMmImyNbl HaHeceHa
TOYK4 PasfioMa OPaHKEBOro LBeTa. |

Assessment: / 3akmodeHue: The batch complies with the specifications according to ND JIC-000295-160721, amend
#1 on 25.04.2023 /
Cepus cOOTBETCTBYET TpeGoBaHIAM HOpMaTHBHOro nokymerTa JIC-000295-160721,

HMsmenenne Nel ot 25.04.2023.

Ali Ethemoglu

]

|
[

Qualify U.?mnﬂ Supervisor
i _'L

¥,
i
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Adi | GENSENTA ILAG SAN, VE TIC. A S.
Company Name
Milstahzar adi ¢OZUCU ENJEKSIYONLUK SU 2 ML AMPUL
Product name |
Urtin stok adi | 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock name | 2 ML GNT ENJ.SU DR REDDYS AMP.
Parti numaras 42C4 | lg emri no. 2024001663
Batch number I| | Munufooturing order. | -
Orstim tarihl 25.03.2024 | son kultanma tarihl 1022029
Manufacturing date Expiry date [
Miktar '89.583 Sar] Boyu 200 1 93.023
Quantity | Bontch Size .
Analizler Spesiflkasyonlar Kabul kriterl Sonuglar
Analysis Specifications Accepiance eriteria Rasults
GorlnGy | Berrak, renksiz, kekusuz likit Uygun
\Aregrance Clear colourless odoriess sohtion _ Com-lies
pH {2512 °C) 5.0 - 7.0 arasinda ocimahdyr. 6.8
Il Must be between 5.0 « 7.0
Asitlik ve bazlik Eger gézell rengi san ise, kimuzi | Uygun
Acidity and alkatinity olmahdir, Eder glizall rengi KIMiz! | compiies
ise, sarl omalidir.
) If the solution is yeliow, it must be red. Jf the
| Solution Is red it mut be vellow.
Indirgen madde Uygun clmalidir Uygun
(2xldisable substances B _| Must ot | Gopwrlies
Klor0r 0.5 ppm'den fazla elmamalichr, <0.5
\Chlaride Must be not more than 0.5 s |
'Nitratlar 0.2 ppm’'den fazla olmamalidir. ||< 0.2
Nitrates Must be not more thap 0.3 j+m L
Sulfat 1 saat iginde kahnh berrak gizelti | Uygun
Sulfate olmaldir, Complies
| The resull should be a clear sohition within
! hour. =—__ -
[Amonyum 0.6 ppmyden fazia olmamalidir. <06
Amsmonkan _ | Must be not more than 8.6 1rm
Kalsiyum ve Magnezyum Cozelti saf mavi renk olmahdir. | Uygun
L aloivm and Ma. . esium Solutlan must be mire blue colonr. __|Comlles
Adir metaller 0.1 ppm (% 0.00001)'den fazlx <01
Heavy meials | almamahdir.
Must be not more than 0.1 riun 0. 00001 35
Buharfagma kalintisi % 0.004'den fazla olmamalidir. 0.000
Residue on evaroration Maust be not mare than 0.004 %6
Kendaktivite (25 £ 1 °C) 25 pSlern’den fazla olmamahdir,. |5
Cendugtiviry | "5+ °C1 Must be nat miore than 25 o 8/cm |
Dalurm hacm 2 mi'den az olmamahdir. 21
Fillin, volume _{ Mgt not be less than 2 mi
Gozla gérilebilen partikll Goridn0r partikul iermemelidir, Uygun
Vistble rarticles Must be tree trom visible carticles Cor Jies ]
Sterilite Sterit olmal | Steril
| Sterili Moust be sterile | Sterile —a]
Bakterivel endotoksin | mL'sinde 0.25 IU'den az olmaldir | <0.25
Referans |
Reference . MTD.URNOOB75/00
Sonug T.C. Saflik Bakanh Begeri, Tibbi Urlinler imalathaneleri I_yl_lma[at Uygulamalan (GMP) Kilavuzu'na
ve (rln ruhsat spesifikasyonlanna uygundur.
Conclusion The bateh complies with Republic of Turkey Ministry of Health's "Good Manyfactuping Practices (GhMF) for Human Medlcal
Products' Manfacturing Sites Guideline ” and s license specifications.
Agtklama - B N/A, .
Explanarion
— ~£ 1
ImzarTarih signature/Date {5 25 . Karar Decision
Onay Approval JJ "‘; i Kabul / Release
. 22.04.2024 |
Sayfa No / Page Nr: 1712
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Adi GENSENTA ILAG SAN. VE TIC. AS.
Company Name
Mt{istahzar ad ¢0Z0CU ENJEKSIYONLUK SU 2 ML AMPUL
Produtt name
Oriin stok adi 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock name 2 ML GNT ENJSU DRREDDYS AMP.
Partl numaras 4204 [ g emri no. 2024001863
Batch number B ) | Eﬂmﬂ"acturhg order,
UOretim tarihi 25.03.2024 Son kullanma tarihi 02.2029
Manmfacturing ﬁfe Expiry date | - B
Miktar 89.583 Sarj Boyu 200 It/ 93.023
Cuaniity | Batch Size |
Analizler Spesifikasyonlar Kabul kriteri Sonuglar
Analysis Specifications | Acceptance criteria Results
Bacrerial endotosin | Must b ess than 0.25 IU in jser i — =
Partikli bliylklog0 ve sayisi => 10 | < 6000 adet/ampul 55
Hm < 6009 particlestampaule
Particle size emd count => 160 um = —
Partlk0l biylklig0 va sayis => 25 | < 600 adet/ampui 0
Hm < 600 particles/ampoule
Particle size and cownt => 25 um = |
Referans
Reference MTD.URNOGB75/00
Sonug T.C. Sadilik Bakanhg) Begeri, Trbbi Uriinler Imalathaneleri lyi Imalat Uygulamalar {GMP) Kilavuzu'na
ve (riin ruhsat spesifikasyonlanna uygundur.
Canelusion The batch complies with Republic of Turkey Miristry of Health's "Good Monufeciuring Practlees (GMF) for Human Medical
Products’ Manyfacturing Sites Guideling" and its license specifications.
Agtklama N/A
Explanation
e, T + T
. ik - 3
ImzaiTarih Signature/Date }r ,,,i‘! Karar Decision
Onay 4pproval “"_, - F} Kabul f Release

22.04,2024 |

Sayfa No / Page Nr: 2/2
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UYGUNLUK VE SEVK IZIN BELGES!

CERTIFICATE OF CONFORMANCE AND SHIPMENT RELEASE

FIRWA : URON MUSTAHZAR ADI: PIYASA:
Company 6 Product name Market
NT QoETCh GOIERINorcm. 59 LML AdPui_ L0 YA

{15 EMRI NO: PARTI NUMARASI: SEVK MIKTARI:

Work order number Betch niumber Quonsity of shipnsent

20240048463 G2y d2. 512
KALITE GUVENCE - (UALITY ASSURANCE

|Dokiiman Tipi U | UD | UY |Dokiman Tipl U | up|uy
: Tepe of Docunent [5 NC 1 NA Tipe at Document [4 NC | NA
|Analiz Sertifikast ’/ Etiketleme D Baskals AmpuliFlakonﬁ ‘

Certificate ior Analvais Labeliny Printed A oule/Vial

Kalite Kontrol Kayitlan {(KKL+MBL) 1/ Kapak Inkjet Baski

sualic; Control Recards ((-+MBL) ¥ Cap dukiet Printing b
tﬁeﬂm Blistarieme D Kutulama E

Manujacurin; Hiighering Baxing

Proses valldasyon E Ticari .| Diger: Fiyat baskisi Var [ Yok [.)-

Process validation Commercial _owner N \Ex.....| Price srimt Exiss Not Eclse |
Karekod variig: Var [T] Yok m/ Parsiye] sevk Evet D Hayir E’

Existence o) 2D code Exist Net Exiyt Partial Shirment = Wes- . N L
Coziled varlg: Var D Yok E/Varsa; Parti numarasi: sla SKT: N

| Existence of diluent Exist D Not % dan _ Batch number _ Expicdate i
Sapma varlige: Var Yok Varsa; Sapmano:

Existence o/ Deviation Exist Not Exist Iran Devigtion nupber N / /i. J"

KONTROL EDEN (Uriin Serbest Birakma ~ KG) - CONTROLLED RY (Prodict Refeass - 0A)

Isim: TARIH: L~ |UYGUN
\Name ) Date Complies

imza.: o UYGUN DEGIL

Signatire i Net Comply
= = __%—
KALITE GUOVENGE KIDEMLI MORERUDNAYT - QuaLITy ASSURANCE SENTOR MARAGER APPROVAL

isIm: W i o TARIH: UYGUN

Name Semiild i “Date Complies

r g i

iMzaA: o UYGUN DEGIL

Signature y Mot Comply

Bu iiriin, T.C. Saghk Bakanhd: giincel GMP Kilavuzu ve EU GMP gerekliliklerine, miigteri lie Imzalanan
gilincel Kalite Anlagsmasina ve miigteri tarafindan onaylanan iiretim vefveya ambalajlama protokollerine
uygun olarak Uretilmis velveya ambalajlanmigtir.

The baich has been mannfactured and/or packaged according to Turkish MoH current GMP guideline and EU Good Manufacturing Practices,

and current approved Quality Agreement and manafacturing and/or packaging instruction approved by the contract giver.

MESUL MUDUR ONAYT - QUALIFIED PERSON APPROVAL SEVK EDILEBILIR
) CAN BE SHIPPED

IsiM: TARIH: [__] SARTLI SEVK EDILEBILIR (*)
Name | Date CAN BE CONDITIONAL SHIPFED

iMza: | ] | KARANTINA SEVK EDILEBILIR {
Signatare 1'LW_.—-‘.¢, el CAN BE SRIPPED UNDER QUARANTINE
|¢* ligit beigeret. {rey#: kaydina eklenmistir.) SEVK EDILEMEZ

{Related documents have been added lo the MBR). CAN NOT BE SHIPPED

ACIKLAMA ;

FXPLANATION

WU: UYGUN - C: Compties  UD: UYGUN DESIL - NC: Not Conply UY:UYGULAMASI YOK- NA :Not Applicatile
Urstim Yerl AdreslSte etdrexs: Meotar llag Sanayil A.8. Ramazanodiu Mah. Enser Cad, No:20 TR-34906 Kuriky/Pendik/|stanbulTirkive
Oretien Yert 1zin Belges! No/Aut No of Manuf Licepce: TRAJYI2020/34-5
GMP Uyguniuk Serlificas: Nofve of Cerficare of GMP Comptliceze : (TR) TRIGMPIZ0Z3/25; (TR-ENG) TRIGMP/2023/26
DK H 10000550; {EU) DK H 00114578;  (HALMED) §30-10/23-06/08; 381-13-08/310-23-11

Form No : 634/25 PRS.KG900001 Ek 1(App.1)}
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$ARJ DOSYAS| DOKUMANLARI KONTROL LISTESI mefur

BATCH DOCUMENTS REVIEW CHECK LIST

[MeEstari: riin Ad) va hacmi: Serino:
Customer 6 NT Prodct nante ond volune Dﬂ_‘ BSnp \1‘.5 — 2 M Batch msmbzr (_( Z_C_L‘
UD | GENEL KOMTROLLER
A NC | GENERAL CONTROLS
| Orilniin Oretim Protokold vefvoya Ambala] Proteketi'e uygun olarak gatigidi kontrod editdl,
- 1t was corttrolied {f the prodiret is produced appropriately aceording o the mamygactiring protocol.
Oretim-Ambal il Kaltts Kontrol key yatidlf Imzaian kontrol edikdl.
L The aiahorizad sig of the facturiag records were controlied,
Verim ve bitango hesaplarmin dofirulugu Kontrol ediidi.
Lo Tha of ristd and recorcilntion caleutntions were ¢ontrolied.
Sayfalann bllangosu Konirod edild).
L- Recanciliation gf pages wers somrolied,
Orinda Hgill degipikikler kontrod ecBidi. var E_;ok
L3 The product relatad change controls wera controlled. Exlst fol exist
Sofjuk zincle 0r0n vedvaya h tddlerin saklama keguilan kontral edild!.
| Thestoring conditions of cold chatn raw materinls andior groducts were controlled.
Sofuk zinck drlinlin sefuk oda degtnda kalma sOres), palat bavinda kontrol ediid].
=] The appropriatescss of the tmeowt refiigeration was coatroéled for cofd chain produet's eack pallel.
Oretim Protokold ve Ambalaj ProtokolGnin tim s=yfa numaralsr lle kayitiann uyguniuju kontrol edlidi. - Sayfa sayisi
All puge rumbers af MBR'S and Puckaging Records and the xullabitity of the records were cheoked. =" | Number of pages
r Is e numaras: kotrol adikdl,
== Workorder numbers were ehecked,
] Qrfine! Dretim pretokellnds gog ytalann uygunivgiu ve defrulugu kontrol odildi (varse)
The conformity and aecuraty of the pages reproduced in the ariginal produceion prareso! wore cheched fif amy)
URETIM KAYITLARI
MANUFACTURING RECORDS
Tartint kayitiannin dofrutufi kentrod aditd),
— Tha aeuracy of welghing racords were contrelled.
Kultantian kazenlann dedike oldufiu kentrol aditdl.
I 11 was cheokar (hat the vesseis to be ured are dedicared.,
Filtrefarin starfizasyon ¢iktilan ve filtre Integrite test sonuglan kontrel editdl {Azot, hava, su, firlin ve alkal lla)
£ Comparibifity of print of filter steriiizarions and fileer integrity fest resulis were controllad Witk alrogen, air, waier, product ve alcohol)
Pareonelln delum alannda kalma stnes] kontrot adifdi (LiImH: Maksimum 2 ssat),
[l The contiavons work time, those personnel have baen 18 the flling ares, was contolied (Limit: Matimum 2 kours).,
Lo Sterllizasyon ve lak testl sonuglan kentrol ediidl.
Sterilizatton and leak taxt results were controfled.
—_— Liyofiizasyon ncesl vo sonrasi Integrite tos( giktitan kontrol edildl (varsa)
Before and afler lvophilization integrin printow és checked (if ary
P LiyoMizasyan gidilanmn uyguniudu kontrol ediidl {varsa)
Compliance of ivephliizaiion owputs checked (f any)
BMS, PMS gikulsrtnin uygumlugu kontrol edildi (varez)
The liance of thre BMS, PMS outpiuss resuits were checked (if any)
o o PK sonugdarinun uyguniufu kontrol edikdh,
The complidnce of the [PC results was checked.
21 Optik kontrod kayittannin uyguniufiu kontrol edild).
The sullahiilty of the opileal Insperiion records war checked.
4 Bos ampuliflaken baskiianmn spestfikasyana ve isemsine uyguniogu kentrol edild.
The compalibilite of emply amponleldal printous wiih speoificarions and orders were comrofled,
Etlketb TN SpasikREyana ve Igemrine uygunlufu kontrol edildi,
- The ibiifiy af labeling printaws with specifications and orders were coerolled,
Kapak inkiet bagks bilgiler kontrol ed(ldl,
gl Cop enkfer prdvtlng information checked
AMBALAJ KAYITLARI
PACKAGING RECORDS
Ambalajtama islamderinin Ambataf Spesifikasyonu'na uyguniugu b ! eelHdi.
— The compatiblilty of performed packaging operations ta the Packging Specificatien was cantrafled.
Halzemo baskilannm sposificasyona ve isemrine uyguniufiu kontro! aditdI.
The compatibility of materialy’ privtouts with spacifications and arders were comtrolied,
Karekod miktar dofraland!
o 2D Borcade amonnt was verifled
Karekodlu iiriln kutu bask bifgifad, verifikasyon gikttar, A I8 Spastfikasy kargilay kontrol edlidl.
Bl The compatihitity of prines in boxes, verification priy Packaging Specif was led comparatively.
o Blistorl {ielin bitangasunun vardigh ve dedrolufu kontro! edildi.
The precense and accuracy of reconciiation eatcufatians biistered product were conrrolled.
KALITE KONTROL KAYTTLARI
QUALITY CONTROL RECORDS
Analiz sanughannin sertiflkadaki Iimitlers uyguniugu kontrok ediidi.
™ frwas veuiroiled (f ihe analyals results wers epproprinte within the imits of the certifieate.
ot Core Pluy Yeori Gielgi vo Sistem Audit Trall Kontrol Formu onays keatrof ediicl,
Aprwoval af Core Plus Data Record and System Audli Trail Controt Farm was confrolfed,
MEkROBIOLOJIK KONTROL KIMYASAL KONTROL
MICROBIDLOGICAL CONTROLS CHEMICAL CONTROLS
[ Sterilita tantl kontrol fomms Kimyasal anaflz dokiimanian
Sreriliy vest form Chemical analvsis doczments
4 Baktarlal Endotoksin (LAL) tesH formu
Bacterial Erdotoxin (LAL} text form
o Likit partikil test] formu FiZIKBEL KONTROL
Particte connl test form PHYSICAL CONTROLS
= Bloburden formu Bulk iirfn AQL fermlan
Bivbvnden form Bufk produet AQL form
Toptam mikrecrganizma saymm formu Primer ambala) malzemas! kontrol formtan
- Total microarganism causs forn Contred farms of primer packaging siaieAals
- Niktar tayinl formu
Assay form
H Gevre ve persanel kontrol farmlan
Enviromental ard persoandd epmred results
RON SERBEST BIRAKMA BOLOMO:
Prodct Release Pepartesent Nalan Tastan Serftag
UYGUN
KONTROLTARME . — ji- J7L  onav ARk 27 i Complics
Conmroliing Dare A ) Approval Date ‘ﬂ 4" 2{]2 [;
'_l_‘__._..‘s-":u UYGUN DEGIL
MzA: o Nat campiy
Stgnatre s
U Uygun UD: UyguA degil =
C: Compites NC: Not comply
F.1103/30 PRS.KGBOX0DT Ek 2(App.2)
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

Name of Product/
HaunmenoBanse npenapara

Water for injections (solvent) /

Boja ana HHBEKIMi (PacTBOPHTEND)

Batch no./ Homep cepun 42C7

Amount of product per batch / Pazmep 20502

cepun

Date of Control / laTa anannza 07/2024

Manufacturing date / [lata npoussogeTBa 03/2024

Expiry date /laTa okoHaHuA cpoka 02/2029

TOAHOCTH

Water for injections (solvent) / Boga xns nnbexuuii (pacTBopHTeNB)

| TESTS/MOKA3ATEJIH SPECIFICATIONS f HOPMBI

Description /Onncanne

Clear, colourless liquid without odor. /
I[Mpozpaunas GeclBeTHAd XUIKOCTE Ge3
3anaxa.

Particulate matter / Mexann4uecKHe BKIOYEHHT

RESULTS / PE3YJbTATHI
Complies / CooTpeTcTRYET

Visible particles / Should be absent. / JIoJKHbI OTCYTCTBOBATD. Absent / O’r_cyTCTBy}OT
Buoumsre yacmuiyer
| Sub visible particles /
Hesuoumvie uacmuyn
>10 pm particles / Not more than 6000 particles per ampoule; / 0
yacTHil pazMepoM > 10 MxM | He Sonee 6000 Ha amnyy;
>25 pm particles / Not more than 600 particles per ampoule. / 0

YaCTHI pasMepoM = 25 MM

.He bonee 600 Ha aMmymy.

Acidity and alkalinity /
KuneJoTHOCTE H MIEOTHOCTD

Reducing substances /
Boccranapausaromine
BellecTBa

Test sample should pass the test. /
WcnbityemMeiit 00pa3zelt AOMxKEH BEIAEPKUBATE
HCTILITAHUE.

Complies / CooTReTCTRYET

Test sample should pass the test. /
Hcenpiryemstit o0pasell IOMKCH BBIICPKUBATE
HCIIBITAHHE,

Complies / CooTBeTcTBYET

“Carbon dioxide
Yraepoga qHoxcra

No turbidity should be observed within 1 hour.

/ He ponHo OBITE NTOMYTHEHHA B TEUCHWE
1 yaca.

Chlorides/ Xnopuani

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

Nitrates and Nitrites/

Hurparsl 1 HHTPHTBI

| Not more than 0.00002 % (0.2 ppm). /

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

Complies / CooTBercTByer

<0.5ppm
<0.00002% (<0.2 ppm)

Sulphates / Cyandare:

No turbidity should occur within not less than
1 h. / B TeyeHue He medee | 4aca He TOILKHO
HaOIIAATECA NOMY THEHHUE,

Ammonium / AMMOHHI

' Not more than 0.6 ppm. / He Gosee 0,6 ppm.

Complies / CootBeTcTBYET

<0.6 ppm

1/2
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E GENSENT

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TESTS / TOKA3ATEJIH

| SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI

Calcium and magnesium /
Kaapnuii u marnnit

| Pure blue color should be observed (without a
violet hue). / JlomxHo HabnWOLATECS YHCTO
cuHee okpalunpanye (6e3 pHONETOBOTO
OTTEHKA).

Complies / CooTBeTcTBYET

Heavy metals/ Tsixennie
MeTaNIkE

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 Goxee 0,004%. 0.001 %
Cyxoii ocTaTok
Conductivity / Not more than 25 uS/cm. / T 5 pSfem./
IIERTPOTIPOBOAHOCTD He Gonee 25 MxCw/em. 5 MxCwm/cmM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2Zml/
Hapaexaemblii 06bem He MeHee HOMMHANBHOTO (HE MCHEE 2 ML), 2 M
Bacterial endotoxins / | Not more than 0.25 EU/mL of water for <025 EU/mL/
BakTepHaabHBIE 3HIOTOKCHHEBI | injections. / He 6onee 0,25 E3/Mn Boaw! and <0.25E3 /M1

Sterility / CrepuabHocTh

Packaging / ¥YnmakoBka

HHBEKIHH.

Should be sterile. / Homana OBITE CTEPUIBHOL.

Sterile / CtepuneHoO.

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. /
[Terprunas vOAKOBKA

[To 2 mn pactBOpuTENA (BOmA AMNA
WHBEKUHE) B aMmymny W3
fecusernoro crexna, tan 1. Ha
BEPXHEH 4YacTH aMIyNbl HaHeceHa
TOYKA [a3J0Ma OPAHKEBOTO UBETA.

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. /
IlepBHyHasA YIAKOBKA

Mo 2 Mn pacTBOpHTENA (BOAA U HHLEKIN) B
amnyny w3 OecnpeTHoro crekna, tan . Ha
BepXHei 49acTH AMIylhl HAHECEHA TOuYKA
pa3noMa OpaHKeBOro LBeTa.

Shelf-life / Cpox ronnoctu

Assessment: / 3akmOUeHHRE:

5 years, / 5 ner.

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

Cepus cooTBeTCTRBYET TpeDOBAHHAM HOpMaTHBHOTO AoxyMeHTa JIC-000295-160721,
Wsmenenne Nel or 25.04.2023.

...-‘& li Ethemoglu
|

# |
Qualilis Cﬁ/df 1!l Supervisor
/ /1

oL
|ﬂ'
by
F
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Agh GENSENTA ILAGC SAN. VE TIC. A S.
Company Name
Miistahzar adi ¢0OZ0CH ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Uriin stok adi | 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock name 2 ML GNT ENJ.SU DR REDDYS AMP.
Parti numarasi 42C7 Ig emri no. ‘ 2024001866
Ba!ch number Manqﬁrfrfrr_ir.:_g_ order, o
Uretim tarihi 25.03.2024 Son kullanma tarlhi 102.2029
Memufacturing date Exphy da:e ,l
Miktar 90.502 | “sar Boyu J200 1/ 85.023
Quemtity | Batch Size i
Anallzlgr Spesifikasyoniar Kabul kriteri | Sonuglar
Analysiz | Specifications Acceptance criteria Fesults
|Gortnig Berrak, ranksiz, kokusuz Jikit Uygun
| Aurearance . Clear _colourless_odoriess solution | Com +lies
pH {25 + 2 °C) 5.0 - 7.0 arasmda olmahdr. 6.4
| _| Aust be berwesn 5.0- 7.0
| Asltlik ve bazlik Eder gozelti rengl san Ise, kimizi |Uygun
| Acidity and alkatinity olmaludir. EGer ¢bzelti rengt karmiz | complres
ise, san olmalidr.
If the solution is yellow, i must be red. Ifthe
— salution is red it must be vellow. 1 . 1
ndirgen madde Uygun olmalidir Uygun
Oxidisable substemces Must comhy _|Conilies
Kloror (0.5 ppm'den fazla olmamalidir. <05
Chioride | Must be nat more than 0,5 scm i I— .
Nitratiar 0.2 ppr'der fazla olmamalidir. <02
Nitrates | Must be not more than 8.2 prm e
Siilfat 1 saal iginde kalint berrak gozelh 'Uygun
Sulfate olmalidir. Camplies
The result should be o clear satution within
i 1 hour. | y
Amuonyum 0.6 ppmvden fazta oimamaldir. <06
Ammaniuin . Must be not more thar 0.6 - m —
Kalsiyum ve Magnezyum [ Cozalti saf mavi renk olmalidir. Uygun
| Caleium and Ma: -esium \ Safution must he mure blue colonr. Com Jies
Aglr metaller 1 0.1 ppm (% 0.00001)'den fazla <Q.1
Heavy metals | olmamald .
— Must be riot more than G0 wm 0.00000 % | =
'Buharlagma kaltntrs: % 0.004'den fazla olmamaldir. 0.000
| Residue on gwi-orglion | Must be not more than 0.604 %
| Kondaktivite (25 1°C) |25 pSfemden fazla oimamandr. 4
|t anductivie 25+1 °C: Musi be nat more than 25 .8/cm
:Delum hacmi 2 miden az olmamaldiy., 21
Fillin- volume Must not be less than 2 mi
‘Gizle gorilsbilen partikil Grindr partikii icermemelidir. Uygun
Visible ~articles - | Must be reg trom visible rerticies | Canirlies
Sterilite Sterll olmall Steril
| Stertlit. | Musthesterite _|Sterite
Baktenyel endotoksin mL'sinde 0.25 [U'den az olmaldir | <0.25
feterans MTD.URNO0875/00
eference
Sonug T.C. Saghk Bakanhg Begeri, Tibbi Oriinler Imalathaneleri lyi Imalat Uygutamalan (GMP) Kilavuzu'na
ve Urln ruhsat spesifikasyonlanna uygundus.
Conclusion The batch complies with Republic of Turkey Minisiey of Health 's “Good Manyfacturing Practices (GMP) for Humen Medical
Producis' Manvfacturing Sites Guideline " and its fleense specifications.
Agiklama N/A
Explanation
imzartarih Signature/Date G ¥ Karat Decision
Qnay Approval .‘&-‘-' J| ; Kabul / Release
e
; 1 22.04.2024
; Sayfa No / Page Nr : 172
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Adi { GENSENTA [LAG SAN. VE TIC. A.S.
Company Name |
Milstahzar adi |QOZUCU ENJEKSIYONLUK SU 2 ML AMPUL
Product name -
Uran stok ad 2 ML GNT ENJ.SU DR.REDDYS AMP,
Product stock rome ‘ 2 ML GNT ENJ.SU DR.REDDYS AMP. .
Partl numaras; 42C7 Is emri no. 2024001866
Batch number | = Monufacturing order.
Oretim tarihl 25.03.2024 Son kullanma tarihi -02.2029
Manufacturing dme Expiry dote
Miktar :90.502 Sarj Boyu 200 it/ 93.023
Cuantity Bmch Size I
Analizier i Spesifikasyonlar Kabul kritari Sonuglar
Analysis Ig Specifications Aceeptance criteria Results
Bacterial endotoxin _ | Mt = frn_rﬂrrm (23 1 mverml
Partikal buyokitdd ve sayis: => 10 | < 6000 adet/ampul 10
pm < 6000 particlesiampoule
Particle stze and coynt_=> 0 vm =
‘Partikul bUykladl ve sayis => 25 | < €00 adetfampul 0
et < 600 particles/ampouie
Puriivie stre and ot => 24 om - —
Referans MTD.URNO0875/00
eference o |
Sonug T.C. Saghk Bakanhd Beseri, Tibbi UrOnler imalathaneleri lyi rmatat Uygulamalan (GMP) Kilavuzu'na
ve (rlin ruhsat spesifikasyonlarina uygundur.
Concluston The batch complies with Republic of Turkey Ministry of Health's "Good Manufachuring Practices (GMF) jor Human Medical
Products® Manufacturing Sites Guideline™ and its lcense specifications.
Agiklama T NA o i
Explanation
!
.2 - = e
- ImzarTarih Signoture/Date A |l'T X e Karar Decision
Onay Approval w.ra Kabul 7 Release

/ i 22.04.2024

Sayfa No / Page Nr: 27 2
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metar
UYGUNLUK VE SEVK iZiN BELGESI

CERTIFICATE OF CONFORMANCE AND SHIPMENT RELFASE

N RU

,.-
[
[}
In

FIRMA : URUN MOSTAHZAR ADI: PIYASA:
Company Prodncl'm:e \ Mnrkgt
GNT GOruch ENTELSMONLLE su 2 M AmPun|  RusvA
15 EMRI NO: PART| NUMARASE: SEVK MIKTARIE
Work order number Beich number Quaniity of shipmtent
2024008 bb L2c3 50502

= —————————————_ |
KALITE GOVENCE - QUALITY ASSURANCE

[Dokiiman Tipi U | ub | UY |Doktiman Tips v |up|uy
T por a0 Dacument C NC | NA \Tipe o Document C NC | Nd
Analiz Sertifikas v Etiketleme [] Baskill AmpuliFlakon[, | -
ACertiticate ‘or Analisis Labellng Printed Ampoule/Vial

Kalite Kontrol Kayitlan (KKEL+MBL) Kapak Inkjet Baski P

Iwality Conirol Records i \C+MBL: / Ciup Ik Prinitnyg

Uretim v Blisterleme D Kutulama [ e
Maitu facturing . Blistering Buxias:

Fﬁases validasyon D Tiearl E Diger: NIA Fiyat baskisi Var D Yok E

Process validation Comiercial  Qther 0 T .| Price print Not Exist

Karekod varligj: Var D Yok E" Parsiyel sevk Evet D Haylr G —

ez of 2D code Exigs Not Exist FPartial Saipment

Goziicii varhgi: Var D Yok B’Varsa;' Parti numaras: SKT:

Existence o; difment Exist NotExist Lot Batch numb NA Expin, date

Sapma varligs: Var D Yok E{ Varsa; Sapma no: 2

Existence o Deviation Exist Net Exist It ane Deviation number "\\\& ’(

|KONTROL EDEN (Uriin Serbest Birakma - KG) - CONTROLLED BY (Product Release - 04)

Isim: AUYGUN

Couplies

UYGUN DEGIL
Not Comply

Juvcun
Complies

UYGUN DEGIL
Not Comply

Bu (irlin, T.C. Saghk Bakanlifi giincel GMP Kilavuzu ve EU GMP gerekliliklerine, miigteri ile Imzalanan

glince! Kalite Anlagmasmna ve miigteri tarafindan onaylanan (iretim ve/veya ambalajlama protokollerine
uygun olarak firetilmig ve/veya ambalajlanmgtr.

The barch has been manufactured andfor packaged oecording to Tutkish Mol curremt GMP guideline and EU Good Manufecturing Practices,

r

| and current epproved Quabity Ap w? and 1 ing and/or packaging instruction approved by the contract giver.

MESUL. MODUR ONAY? - QUALIFIED PERSON APPROVAL EVK EDILEBILIR
CAN BE SHIPPED
ISIM: o rn Tikaur Aydin TARIH: $ARTLI SEVK EDILEBILIR (*)
\Name Kﬁ; M M Eﬂu r 7] CAN BE CONDITIONAL SHIPPED
|IMzZA: . Q Berson KARANTINA SEVK EDILEBILIR (%)
Signature g g ot CAN BE SHIPPED UNDER QUARANTINE
5 e

(* ligil belgelet Ssetitbhaydna ekienmistir.) E SEVK EDILEMEZ

(Related documents have been added 1o the MBR). CANNOT BE SHIPPED
|ACIKEAMA :
|EXPLANATION MIA

U: UYGUN - C; Compties  UD: UYGUN DESGIL -~ Nc: Nor Comply UY:UYGULAMASI YOK- N :Not Applicable
Urstim Yer Adrealisits ddaress: Mefar llag Sanayli A S. Ramazanogiu Mah. Ensar Cad. No:20 TR-34908 KurtkSy/PendivistanbulTdridye
Oretim Yerl tzin Belgesi NofAuthorzation No of Mamgfactaring Licence: TRIUYI2020/34-5
GMP Uygunhuk Sertifikas No/No of Certificate of GMP Compliance ; (TR) TRIGMP/2023/25; (TR-ENG) TRIGMPf2023/26
DK H 10000550; (EU) DK H 00114515;  (HALMED} 530-10/23-06/06; 381-13-08/310-23.11

Form No : 634/25 PRS.KGS00001 Ek 1(App.1)



