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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : /

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoaykr: Ketopon® (xeTopomnak) pacTeop Julsi BHYTPHBEHHOTO U BHYTPHMBILIEUHOrO BBeeH S, 30 Mr/MA
BatchNo/ : - - . V250817 Batch Quantity / . 454545 ampules /
Cepua Ne ) ' O6nemM cepuu © 454545 amnyn
Analytical Repovrt No / . 890001840972 Date of Analysis / . 17.10.2025
AHaJUTHYeCKHIl oTyeT Ne JaTa aHaau3a

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

Jara npou3BoicTrsa T'ogen go

Mfg. License No. /

TpoussoacTeeRHasn : MNB/05/263 L, : JIT1-Ne(008888)~(PT-RU)
Junensus Ne Howmep PY

Analysis performed according ND / Anaau3 mposeaen no HJI: JI[T-Ne(008888)-(PI'-RU)-170225

Pagelof 6/Crp.1m36

Ne Test / IlokazaTesb

Results / PesynbTaTsl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / ITpo3pa4nelii
6ecLIBeTHBIH pacTBoOp.

Clear colorless to slightly yellow color
solution. / [lpo3pauHelii pacTBOp OT
GECIBETHOTO [I0 CBETJIO-XKENTOrO LIBETA.

2 | Identification* / UpenTnHKAL

ua*

Y -cnekmpopomomempusn®

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 + 2 nm. / Y®-cnexTpsl MOrJIOLIEHHS
UCIBITYEMOTO ~ pacTBOpa M pacTeopa
cTanpapTHoro  ofpasua  KeTopoJsaka
TpoMeTaMuHa B o6nacty ot 200 10 400 um
HUMEIOT MAaKCUMYMbI TOTJIOILEHHSA MPH
32242 uM.

2a | HPLC* / BOXXX* The retention time of the main peak in the | The retention time of the main peak in the
chromatogram of test solution corresponds | chromatogram of test solution should
to the main peak in the chromatogram of | correspond to the main peak in the
standard solution. / Bpems ynepxusanus | chromatogram of standard solution (Assay
OCHOBHOTO MHMKA Ha XpoMaTorpamme | section). /  Bpemsa  ynepxuBaHus
HCTILITYEMOTO PAcTBOpa COOTBETCTBYET | OCHOBHOFO MHKa Ha XpOMaTorpamme
BPEMEHM YJAep)KMBAaHHA OCHOBHOTO NMKa | UCIBITYEMOIO pacTBopa JOJI)KHO
Ha XpOMaTorpaMmme CTaHIAPTHOTO | COOTBETCTBOBATh BPEMEHM YINEP>KHBAHMUS
pactBopa. OCHOBHOIO TMKa Ha XpoMarorpamme
CTaHAapTHOTO pactBOpa (pazmen
«KonnuecTBeHHOE ONpEeNCHHE).
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should haye absorption
maxima at 322 £ 2 nm. / Y®-cnexTpbl
TIOrJIOIEHUS HCTBITYEMOTO pPacTBopa H
pacTtBopa CTaHAapTHOTO obpa3zia
KeTOpoJlaka TpOMeTaMHUHa B OO0JIaCTH OT
2000 go 400 HM JOJDKHBL  HMMETH
MaKCHMYMBI TTOTJIOIEHHUS [pu 322+2 HM.

Remarks : The Product confirms to ND/

Mpumeuanue: [poaykT cooTBeTCTBYET TpebosanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJOGPEHO

Prepared by / Checked by /
MoarororneHo:

Pravesh Rana {

ITpoeepeno: Rama kant

g
\
Ll

Checked by (AQA) /
ITpoeepeno (AOK): Ajay
Kumar Srivastava

5.8

Approved by: Quality Assurance/Authorized
person / OgobpeHo: Obecneuenne
kavyecTra/OTRETCTBEHHOE JINLO:

Date /
Jlara: 18.10.2025

Date /

Hara: 18.10.2025

Date /
Mara: 18.10.2025

Date /

Hara:

Registered Office: 8-2-327, Road No, 3, Banjara Hills, Hyaerabad - Suau3s,

TEangana, g

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
y g

IIpoaykr: Keropon" (keToposiak) pacTBop [ BHYTPHBEHHOTO W BHYTPHMbILIEUHOTO BBeAeHNS, 30 Mr/mu
Batch No / . V250817 Batch Quantity /- - - 454545 ampules /
Cepust Ne S O6bem cepuu * 454545 ammyn
Analytical Report No / . 890001840972 Date of Analysis/ - - “1>7'1-;10 2025
AHanuTHYecKHii oT4eT Ne ) ' Jara ananusa -

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

Jara npoH3BOACTBA I'ogen po

Mfg. License No. /

TpoussoncTeentasn : MNB/05/263 ST : JITI-Ne(008888)-(PT-RU)
Juuenzus Ne Homep PY

Analysis performed according ND / Ananns nposeaen no HJL: JITI-Ne(008888)-(PT-RU)-170225

Page2of 6/ Crp.2 13 6

No Test / Iloka3zaTenn Results / Pe3yabTaTbl Specification / Hopma
3 Clarity / [Ipo3pa4yHocTh The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of  reference | exceed opalescence of reference
suspension I, / Onanecuexiums npenapata | suspension T/ Omanecnennus npenapara
HE NPEBLIIIAET ONMATECLUEHIIHIO CYyCIIeH3UH | He HOJIKHA MPEBBIILATh ONaleCIeHLHIO
cpaBHenus L. CYCNEeH3UH cpaBHEeHHA L.
4 Color / LIBeTHOCTb 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
TMornowmenue 10MKHO ObITh He 6onee 0,20
Opu pyiMHe BONHBE 430 HM.
5 pH 7.3 From 6.9t07.9./0T16,9 no 7,9.
6 Particulate matter / MexannuyecKkue BKJIIOYEHHS
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /
BugumMbie 4acTHLBI JIomXHBI OTCYTCTBOBATH,
6b | Invisible particles /
HepuanmMble 4acTULBI:
i. Particles> 10 um/ 3 not more than 6000 per ampoule; /
YacTuu pasMepoM > He 6osee 6000 Ha ammnyny;
10 MxrMm
ii. particles>25 um/ 0 not more than 600 per ampoule. /
4acTHL, pa3sMEPOM > He 6onee 600 Ha ammTyJTy.
25 MKM
7 Impurities / IIpumecu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: [ponykT cooTBeTCTBYET TpeboBanmaM HJL Zakmiouenne: QJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

[ToaroroBneno: .
Pravesh Rana '

IMpoBepeHo: Rama kant

B

IMpogepeHo (AOK): Ajay
Kumar Srivastava

O\

person / OnobpeHo: Obecnevenue
kauecTBa/OTBETCTBEHHOE JIMLIO:

&

-

Date /
Hara: 18.10.2025

Date /

Jlara: 18.10.2025

Date /
Hara: 18.10,2025

Date /
Jara:

20t elbrfovs

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, i1 jia
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1234PLCO04507
www.drreddys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.F., 173 205, INDIA

CERTIFICATE OF ANALYSIS 1. 191 53166 56001-02

CEPTUOUKAT ABAJIU3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Ketopon® (keToponak) pacTBOp AJist BHYTPUBEHHOTO U BHYTPMMBILIEYHOTO BBe/ieHus, 30 Mr/mi
Batch No / V950817 Batch Quantity / . 454545 ampules /
Cepuist Ne " iy O6beM cepuu " 454545 amnyn ¢
Analytical Report No / . 890001840972 Date of Analysis / . 17702025
AHanuTHYeCKHil oT4UeT No ) Jara anannza R
Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027
Jlata npon3BoacTBa I'open go
Mfg. License No. /
TpoussoacTBentas : MNB/05/263 e R : JITT-No(008888)-(PT-RU)
aunneHsus Ne Homep PY

Analysis performed according ND / Anasns nposeaen mo HJIL: JITT-Ne(008888)-(PI'-RU)-170225

Page3 of 6/ Crp.3 136

Ne Test / [TokasaTens Results / Pe3ynbTaThl Specification / Hopma
Impurity A / [Ipumecs A 0.07 % not more than 0.20 % / ue 6onee 0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ue 6onee 0,50 %;

npeaeiy oonupyxsenwt (IO 0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npezeia odHapyxenus (I10 = 0.010 %)
Impurity D / [Tpumecs D Not detected / He o6HapyxeHa not more than 0.20 % / He 6onee 0,20 %.
Individual unidentified Not more than 0.20 % / He 6onee 0,20 %.
impurity / Euririsas Below LOQ (LOQ = 0.050%) / Huke
HenaeHTUGULUPOBaHHAsA ’
o Tpefena KONHYECTBEHHOIO ONPeeNIeH S
p (TIKO =0.050%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npumecei

8 Extractable volume?* / 10.4 ml/ 10.4 mn Not less than 10.0 ml (collectively
H3enexaemblii 00beM™ measured volume of 10 ampoules). /

He menee 10,0 mn (00beM, H3MEPEHHBIH
Ha OCHOBaHMH 00BEIIHEHHOTO
coxepxumoro 10 ammyJ).

9 Bacterial endotoxins / <=(./25 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuanbHble /<=0.725 ED/Mr Trometamol. / He 6onee 5,8 ED/mMr
IHIOTOKCUHBI KeTopoJiaka TPOMETaMHHa.

10 Sterility** / Sterile / Ctepunen Must be sterile. / JlomkeH . ObITH
CrepuiabHOCTE** CTEPIIBHEIM.

Remarks : The Product confirms to ND/
[Ipumeuanune: [IpoaykT coorBeTcTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3akmoyenune: OJOBPEHO

Prepared by /
[TonrororneHo:
Pravesh Rana

Checked by /
[Tpoeepeno: Rama kant ||TIpoeepeno (AOK): Ajay||person

Checked by (AQA) /

Kumar Srivastava

Approved by: Quality Assurance/Authorized

/ Opnobpeno: ObecnieyeHne

kayecTBa/OTBETCTBEHHOE JIHLO:

A

Date /
Hara: 18.10.2025

Date

e
/ M/

Jlata: 18.10.2025

Sy
Date / Date /

Tara: 18.10.2025 Jara:

ZYre - g

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 0003
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com

I, Telangana, Indi
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Ferrnulation Unit-6

Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIU3A

Tel : +91 58166 56001-02
www.drreddys.com

Product : /

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Y g

IIpoayxT: Keropon® (keToponak) pactBop Ajis BHYTPUBEHHOTO U BHYTPHMBIIIEYHOTO BBeIeH s, 30 Mr/mMn
BatchNo /- . V250817 Batch Quantity / - . 454545 ampules-/ »
Cepust-Ne ) 0O6beM cepun © 454545 amnyn
Analytical Report No / . 890001840972 Date of Analysis / . 17.10.2025
AHaJMTHYeCKH#H oTaeT No ) Hara ananusza CoTT

Date of Manufacture / - 09/2025 Date of Expiry / . 08/2027

JlaTa npoM3BOACTBA T'ogen o

Mfg. License No. /

NponssoacTaenHas : MNB/05/263 MA mumber: / : JITT-Ne(008888)-(PI-RU)
JuueH3us Ne Homep PY

Analysis performed according ND / Ananun3 nposener mo HJI: JIIT-No(008888)-(PI'-RU)-170225

Page4 of 6/ Cip. 4 u3 6

Ne Test / [lokazaTenb

Results / Pe3yabTaThl

Specification / Hopma

11 | Assay/ KonauuecrBennoe
onpeaesieHne

30.75 mg/ 30.75 Mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr 1o
33,0 Mr KeTOpoOJaKa TpoMeTamMona B 1 Ml

12 Ethanol content / DTtanos

11.69 %/ 11.69 %

From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) no 13,10 % (06/00).

13 | Packaging / Onucanue
YHOAKOBKH

1 mL in class I light-shielding dark amber
glass ampoules. A cut ring and point in the
upper part of ampoule. A label is attached
to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blister in a carton pack. /

ITo 1 Ma B aMIynibl U3 CBETO3ALUTHOIO
CTeK/Ia TEMHO-KOPUYHEBOTO LIBETa Kj1acca
I. B BepxHeit yacTH aMILyJibl HaHECEHBI
KOJBLIO M TOYKA JUis paznoma. Ha ammyny
HAKJIEUBAOT ITUKETKY.

Ilo 10 ammyn BMecTe C JIHCTKOM-
pkiangenueM B - [IBX/anoMuHHEBBII
6auctep. Ilo 1 6amcrepy B mauky
KapTOHHYIO.

1 mL in class I light-shielding dark amber
glass ampoules.

A cut ring and point are in the upper part
of ampoule. A label is attached to
ampoule. 10 ampoules and a patient
information leaflet in a PVC/aluminum
blister. \

1 blister in a carton pack; for in-patient
Jacilities: 2, 3, 5 blisters in a carton pack.
/

ITo 1 M B aMnyJsiel U3 CBETO3ALIUTHOIO
CTeKJIa TEMHO-KOPHUYHEBOIO LIBETa KJlacca
I. B BepxHeil 4acTH amIly/ibl HAHECEHHI
KOJIBLIO ¥ TOYKa AT paznoma. Ha ammyny
HaKNIeMBAIOT STHKETKY.

Ilo 10 ammyn BMecTe C JIMCTKOM-
Bkimagpliiem B IIBX/amoMHHUEBLIN
onucrep. Ilo 1 O6Gnmucrepy B nauky
KapTOHHYIO; 01 cmayuoHapog: mo 2,3, 5
OJCTEPOB B AYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/

IMpumedanue: [TpoaykT cooTeeTCTBYET TpebosaHuam HJJ

Conclusion : APPROVED /
3akarouenue: OJIOBPEHO

Prepared by / Checked by /
ToarotoBneHo: / ?

Pravesh Rana ; }
,./

b

Checked by (AQA) /

Kumar Srivastava

ey

Approved by: Quality Assurance/Authorized

lMposeperno: Rama kant | [[Iposepeno (AOK): Ajay||person/ Onobpeno: ObecneuecHue
kauecTBa/OTBETCTBEHHOE NTULLO:

Date / Date /

Hara: 18.10.2025

Jata: 18.10.2025

Date /
Hara: 18.10.2025

Date /
Hata:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, ndia
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email; mail@drraddyz com

CIN: L851954P1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories ttd
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.F., 173 205, INDiA

ERTIFICATE OF ANALYSIS 1./ 51 55166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : /

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

poaykr: Keropon" (keToposak) pacTBOp /Uisi BHYTPHBEHHOTO 1 BHYTPHMbILIEYHOrO BBEACHNS, 30 MI/mit
BatchNo/ : . V250817 Batch Quantity:/ - . 454545 ampules /
Cepus:Ne- = i il Oo0Bbem cepun 454545 ammyn
Analytica! Report No/ - . 890001840972 Date of Analysis / . 17.10.2025
AHaJuTHYecKHi oT4yeT Ne ) Jara anaansza T

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2027

JlaTa DpoH3BOACTBA Tonex xo

Mfg. License No. /

MpouspoacTsertas : MNB/05/263 . mumber : JITT-Ne(008888)-(PT-RU)
Jnnenzus Ne Howmep PY

Analysis performed according ND / Anann3s nposenen no HJI: JITT-Ne(008888)-(PT" -RU)-170225

Page5of 6/ Crp.5u3 6

* Tests are not performed during the stability investigation. / * MicnibiTaHus He NPOBOJAT B XO/I€ UCCIICAOBAHNSA

CcTaOUNBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** IIpu Beinycke npenapara
KOHTPOJIb KQUeCTBa 110 MOKa3aTelio IPOBOUTCS AN KaXI0H 15-01 cepuu.

TPI name / HaumenoBanue AD®C:

Ketorolac Trometamol / KeToponaka TpoMeTamMon

Homep cepuu cy6CcTaHLIMY NPOU3BOAUTEIS
| ) (O

INN / MHH: Ketorolac / Ketopomnax
API manufacturer batch number / KTMO0250525
Homep cepun npoussoautens AQC:
FP Manufacturer API Batch number /

FESA00322

API Manufactured by & country /
Hpoussoautens A®C, crpana:

Symed Labs Limited, India /
Caiimen Jlabc JIumuren, Muaus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumenoBanue, agpec, JHLEH3US AT

KOHTPOJIA KauyecTBa / [Lomwaaka BpInycKa

IpoussoacTeeHHasn miowajaka / [laowaaka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
J-p Pepnn’c Jla6oparopuc JITA., Unaus, TTpousBoAcTBEHHOE nojapasfienenme-6,
Bwn. Kxons, Hanarapx Poya, Bagau, Quctpukr Conan, X.I1., 173205, Unnus
(ymmuen3zus Ne No MNB/05/263

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
Jaxmouenune: OJJOBPEHO

Tpumedanne: [IpomykT coOTBETCTBYET TpeboBaHMAM HJI

Checked by / Checked by (AQA) /
[Mposepero: Rama kant ||{[Tposepeno (AOK): Ajay

, dﬁ‘ Kumar Srivastava
M/ -

Prepared by /
[Moarorosnexo:
Pravesh Rana _ z

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecneyeHue
kadecTBa/OTBETCTBEHHOE JIULIO!

7]

Date /
Jara: 18.10.2025

Date /
Hara: 18.10.2025

Date /
Jlara; 18.10.2025

Date /

PAYPRIEDTar e
Hara: ) /

Registered Office: 8-2-337, Road No. 3, Banjara Hill

Hyderabad - 500034, Telanganae, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.coimn

CIN: LR5195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Ferrnulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Disit. Solan, H.F.,, 173 205, INDIA
Tel : +91 98166 56001-02
wwvv.drreddys.com

Product : /

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections,-30 mg/ml

IIpoaykT: Keropon® (keTtoponak) pacTsop Uil BHYTPHBEHHOTO M BHYTPHMBbILIEYHOrO BBEACHUS, 30 Mr/mn
Batch No/ - - 237250817 Batch Quantity/: - 454545 ampules-/
Cepus Ne LB O6bem cepun - '~ " 454545 amnyn

Analytical Report No / - -
AHajguTHuyeckHii orger No -

: 890001840972

Date of Analysis/ - ~=
JlaTa avaau3a

CM710.2025

annensus Ne

Date of Manufacture / . 09/2025 Date of Expiry/ . 08/2027

JlaTa npou3BoACTBEA I'ogen a0

Mfg. License No. /

TpousBoacTBennas . MNB/05/263 N ‘;;‘;};’,er:’ . JITT-Ne(008888)-(PT-RU)

Analysis performed according ND / Anaau3s nposenen no HJL: JITT-Ne(008888)-(PI'-RU)-170225

Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with

Page 6 of 6/ CTp. 6 n3 6

Good Manufacturing Practice of the Eurasian Economic Union is established». /

3aKII0YEHHEe 0 COOTBETCTBHU: «HACTOAIUM s NOATBEPHKAAI0, UTO MPHBENEHHAs BbIIIE WHPOPMALIHA ABJIAETCA AOCTOBEPHOH U
TOYHOW. DTa cepus TPOAYKUMHM MPOM3BENeHA (RKMIOUAA YMAaKOBKY (MapKupOBKY) U KOHTPOJB KauecTBa) Ha BBILIEYKa3aHHOM
MPOM3BOICTBEHHOI MomanKe (ILUI0LaJKaX) B NOJTHOM COOTBETCTBUHM C TpeGoBaHusMu IlpaBii HasnexalueH HpOM3BOACTBEHHOH
npakTvKM EBpa3zuiickoro KOHOMHYECKOTO COI03a M TPeGOBAHMAMH KOHTDOJA KaueCTBa JIEKAPCTBEHHbIX CPEACTB, a TaKXKe B
COOTBETCTBHY CO CTCLH(UKALNAMHU, COIEPKAIHMICSA B PETHCTPALIMOHHOM JI0Che CTPAHBI-MMIIOPTEpa. 3allHCH N0 NPOH3BOACTBY,
YNaKOBKE M aHANM3Y IPOBEpEHbl, M YCTAHOBIEHO HX COOTBETCTBUE TpeboBanuam IlpaBun Hajsexalueil NPOM3BONCTBEHHOH

INpaKTHKH EBpa3m7101<oro 3KOHOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/
IMpumeuaune: [poaykt cooTBeTcTBYET TpeboBanrsam HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
TloarotoBneno:
Pravesh Rana

Checked by /
I[Tposepeno: Rama kant

Checked by (AQA) /
IIposepeno (AOK): Ajay
Kumar Srivastava

R

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenue
kayecTBa/OTBETCTBEHHOE JIMIIO:

£ T
o’

Date /
Hara: 18.10.2025

Date /

Hara: 18.10.2025

Date /
Jata: 18.10.2025

Date /
JlaTa:

I U=itre 20

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indi
Tel: 491 40 4200 2900, Fax: +91 40 4900 2999, Emnail: mail@drraddys com
CIN: L85195AP19384PLCO04507

www.drreddys.com




