@©e
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

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

viil. Khot, Malagarh Roed, Baddi,
Distt. Solan, F.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A

rei +91 95616 5600102

Product : Ketorol Exp_lress (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Dkenpecc (keropoaak) TabjieTKH, AMCIEPripyeMbIe B 010cTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne R Vool O0nem cepun ~ 3600000 Tab

Analytical Repovrt No/ - 040002889712 Date of Analysis / - 91.04.2025

AHanuTHYeCKHH oTyer No JlaTa anaan3a

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

Jara npousBoacTea T'onen a0

Mfg. License No. / . .

TIpon3BoACTBEHHAS : MNB/05/263 A numberi . G066 2)5 (RIS
Homep PY RU)

JHUen3Hs Ne

Analysis performed according ND: / Auaaus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page10of9/Crp.1m39

tablets with "|" debossed on one
side. / Kpyrisle mnockue
TabneTky ¢ Gpackoi, CBETIO-
JKEJITOrO LBETa C MPaBUPOBKOI1
«l» Ha onHOI1 cTOpOHE.

I;.f Test / Iloka3aTenb Results / PesynbTaTtsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrusle
TUTOCKHe TabneTKu ¢ (ackoH, CBETIO-
XEJITOro 11BeTa ¢ PaBUpOBKOH «l» Ha
OIIHOH CTOpPOHE.

2 Identification / UpeHTHUKANMSA

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / V®-cnekTpel MNOTIOLICHUA
HCOBITYEMOIO  PaclBOpA M paliBupd
cTaHgapTHoro  ofpasua  KeToponaka
TpOMETaMMHa JIOJIXKCHBI MMETh
MaKCUMYMBI NpY OJHOH W TOH K€ JIMHE
BOJIHHI (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeyanue: ITpoaykr coorBeTcTBYET TpeboBanmsm HJI

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
IToxnrorosneno: Pravesh Rana

Checked by /
ITpoeepeHo: Pardeep Kumar

2l o

Amit

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoauressb

Kumar

N

Reprint Date /
JaTa: 21.04.2025

Reprint Date /
Hara: 21.04.2025

Reprint Date /
Jara: 21.04.2025

Reaistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tei: +91 40 4900 2900, Fax: +91 40 4200 2399, Emait: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5
Vill, Khol, flalagerh Roud, Eaddi,

Distt. Solan, H.P, ! 205, iNDia,

CEPTUOHKAT AHAJIM3A

e

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxcnpece (KeToposak) TabJIeTKH, AHCIIEprHpyeMble B 0J10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepnsa Ne : V2a0ooly O0BeM cepuu " 3600000 Tab

Analytical Repourt No/ - 040002889712 Date of Analysis / . 21.04.2025

AnanuTH4eckdH oruer Ne JlaTa anaam3a

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JlaTa npon3BoACTBa T'onen no

Mfg. License No. / ) 1

IpouspoacTBeHHas : MNB/05/263 MA number: / : JILL-N2(004669)-(PT -
Homep PY RU)

JHueH3ua Neo

Analysis performed according ND: / Anaans nposeaen o HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2of 9/Crp.2 39

[ No

Test / [Toka3aTeb
No

Results / PesynbTaTsl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpewmst ynepxupaHus
OCHOBHOTO TIIMKa Ha XpoMarorpaMmme
HCTIBITYEMOTO pacTtBopa JOJIKHO
COOTBETCTBOBATH BPEMEHU yINEPKUBAHHUSA
OCHOBHOTO TMHKa Ha XpoMaTorpaMme
pactBopa CTaHOapTHOIO obpasua
KeTopoJaka  TpoMeTamHHa  (pasjmen
«KoMHueCTBEHHOE OTIPENETICHUEY).

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykt cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / )
TToarorosneno: Pravesh Rana /

Checked by /
IIpoeepeno: Pardeep Kumar

1

=t

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar

Reprint Date /
Jara: 21.04.2025

Reprint Date /
Hara: 21.04.2025

Reprint Date /
Hara: 21.04.2025

Regisierad Office: 8-2-337, Road No. 2, Banjaia Hills, Hyderabad - 500934, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 403909 2999, Email: mail@drreddys.cain
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
sl Khol, Matagerh Road, Ba

Distt. Solan, H.P., 173 205, IN

)
DiA

CERTIFICATE OF ANALYSIS ers

CEPTUDOPUKAT AHAJIU3A Tei i+l 9&:, 1606 56051-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
M poayxt: Keropoa® Ixenpece (keTopoak) TabieTKH, JHCHepripyevbie B nojoctu pra, 10 mr
Market / Peinok :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepusa Ne & V2000 O6nbem cepun " 3600000 Tab
Analytical Report No / - 040002889712 Date of Analysis / . 91.04.2025
AHajguTHdyecKnii oTyer No JlaTa anaiu3za
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027
Jara npon3BoacTBa I'onen no
Mfg. License No. / .
IlpousBoscTBEHHAS - MNB/05/263 MA number: / g JII-Ne(004669)-(PT-

Homep PY RU)

JHIeH3us Ne

Analysis performed according ND: / Anaaus nposeaer no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30of 9/ Crp.3 m39

No
Ne

Test / IlokazaTenb

Results / PesyneTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymuneuopoxcuanuson

Complies / CooTBETCTBYET

The retention times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yIaepKUBaHHs MTHKOB
2-6yTUITHAPOKCHAHH301A Hu
3-GyTINTHAPOKCHAHU3ONA Ha
XpOMaTorpaMMe HCIbITYEMOTO pacTBOpa
MOJDKHBI  COOTBETCTBOBAaTh  BpEMeEHaM
yIepKUBaHHSA ITHKOB
2-6yTHITHAPOKCHAHU301a u
3-6yTUITHAPOKCHAHU30Ma Ha

XpoMaTorpaMMme pacTBopa CTaHAApTHOIO
obOpasia 6yTunruapoKkcHaHu3ona (pasuen

«CopaepxaHue
OYTHATHAPOKCHAHU30TIAN).

Remarks : The Product conforms to ND/
Ilpumeyanue: ITponykr coorBeTcTBYET Tpebopanusam H/I

Conclusion : APPROVED /
3axmwuenue: OJJOBPEHO

Prepared by /
TTonrorosneno: Pravesh Rana

Checked by /
Iposepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopogures
Amit Kumar A L‘-_

Reprint Date /
Jara: 21.04.2025

Reprint Date /
Jara: 21.04.2025

Reprint Date /
Jara: 21.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5001334, Telargana, India
Tel: +971 40 4900 2900, Fax: 481 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.

Forrnulation Unit-6
Vil Khol, Malagarh Rosd, Baddi,
CERTIFICATE OF ANALYSIS Distt. Sotan, 19 73 Z‘O:i),ﬁli\%Dl;‘a
CEPTUP®PHUKAT AHAJIU3A ey 491 58105 55001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Ketopon® Ixenpece (keTopoaak) TadieTkH, ANCHepPrupyeMble B M0J0CTH pra, 10 Mr

Market / PuiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne } V250061 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002889712 Date of Analysis / . 21.04.2025

AHanuTHdeckni oTyeT Ne Jara ananan3a

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BoACTBa T'onen go

Mfg. License No. / . .

ITpoussoacTBeHHAS : MNB/05/263 MitBumber: g ILEN=(00£662)=(Els
Homep PY RU)

auuensnsa Ne

Analysis performed according ND: / Anaaus nposenen no HJI: JITT-Ne(004669)-(PT-RU)-190224

Page 4 of 9/ Crp. 4 m3 9

1}? Test / [Toka3zaTesnnb Results / PesynbTaTbl Specification / Hopma
3 Average weight / Cpeansis 69.0 mg / 69.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr no 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOPOAHOCTHL Macehl 2/20 tablets - not more than = 20 %. /
18/20 Tabmerok — He Oonee =+ 10 %;
2/20 tabneTok — He Gonee = 20 %.
4 Disintegration time / 00 min 21 sec / 00 muH 21 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemoctb
5 Dissolution / PacTBopcHuc Unit 1/ Tabn 1 101 % Not less than 75% (Q) of
. C1sH;3NO3*C4H | INO3 (ketorolac
Unitigy) bz 104 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 104% | 75% Q Ci1sH13NO3+CsH11NOs
) (keToponaka TpoMeTaMHUH) Yepe3 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 103 %
Unit-6 / Tabn-6 104 %

Remarks : The Product conforms to ND/
IIpumeuanue: Iponykt coorBeTcTBYeT TpeboBaHusam HJL

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
IMToarorosneHo: Pravesh Rana

Checked by /
[poeepeno: Pardeep Kumar

= -

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauresb
Amit Kumar Ao .

f
y
; - - -
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.04.2025 Jara: 21.04.2025 Jara: 21.04.2025
Renistered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Teloigana, India
Tel: +91 40 4200 2900, Fax: +01 40 3900 2539, Email: mail@drreddys com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Viil. Khol, Maiagari

Disti. Solan, H

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkcnpece (KeTopoaak) Tadierkn, incneprupyemble B I0JOCTH pia, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne 2 M250001 O6beM cepun " 3600000 Tab

Analytical Repovrt No / - 040002889712 Date of Analysis / . 21.04.2025

Anajurnyeckuit oruer Ne Jlara anaansa

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

Jata npou3BOACTBA Tonen go

Mfg. License No. / . o

IIpousBoacTBeHHAs! : MNB/05/263 MA number: / : JIII-Ne(004669)-(PX-
Homep PY RU)

Junensusa Ne

_ Analysis performed according ND: / Ananus nposegen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 50f9/Crp. 5139

i.:) Test / [loka3aTeb Results / PesyabTaTh! Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JucroepcHOCTD 710 ym sieve is formed. / O6pa3syertcs
ONHOPONHAS CYCTEH3Hs, INPOXOAsuas
CKBO3b CHTO C pa3MepoM OTBEpCTHH
710 MKM.
7 Impurities / IIpumecn
1-hydroxy analog of Below LOD (LOD = 0.010 %) / not more than 0.5 %; / ue 6onee 0,5 %;
ketorolac: / Hmxe npenena obHapyKeHUA
1-rugpokcuananor (IO =0.010 %)
KeTopoJaKa
{-keto analog of ketorolac / 0.U4% nod more Tan 0.8 %, / 1o Gonee 0,8 %%,
1-KCTOQHATIOT KCTOPOIAKA .
unidentified impurity / not more than 0.5 %; / ve 6onee 0,5 %;
eJMHUYHAs 0.01%
HEeUAeHTUGUIMPOBAHHASA
npUMech
total impurities / 0.0482% not more than 1.0 %. / ne Gonee 1,0 %.
cymMa npumeceit
8 Water content / 22 % Not more than 7.0 %. /
CopepixaHue BOAbI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
Ipumeuanue: Ilpoaykt cooTReTcTBYeT Tpebopanusam HJI

3aka

Conclusion : APPROVED /

w4yenue: OJJOBPEHO

Prepared by / /| Checked by / Approved by: Manager/Executive /
IMoarotoeneno: Pravesh Rana Iposepeno: Pardeep Kumar | Onobpero: Menemxep / PykoBoautens
7 31 Amit Kumar » (o=
P - J\ -
Reprint Date / Reprint Date / Reprint Date / )
Hara: 21.04.2025 Hara: 21.04.2025 Hara: 21.04.2025
Registered Office: 8-2-337, Rozd No. 3, Banjaia Hills, Hyderabad - 300024, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 -J0 1200 2999, Email: mail@drreddy:s.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “g‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,

T

CERTIFICATE OF ANALYSIS Disti. Solan, H.P, 173 205, INDIA

CEPTUDPUKAT AHAJIU3A feir+51 E)‘i:; _’L.(yj .56001402

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcenpece (keToposak) TabjeTKH, AUCNIEPrHPYEMbIe B N0JI0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne RV2300657 O6bem cepuu " 3600000 Tab

Analytical Repovrt No/ . 040002889712 Date of Analysis / . 21.04.2025

AHanuTHYeckHil oTuyeT N2 JaTa anaausa

Date of Manufacture / . 03/2025 Date of Expiry/ . 02/2027

Jdarta npou3BoaCTBA I'onen no

Mfg. License No. / . .

IlponssoacTBeHHas - MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)

JHUeH3us Ne

Analysis performed according ND: / Ananus nposegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Ctp. 6 m3 9

No

N Test / JToka3aTenb Results / PesynbraTsi Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHuyYecKHe pacTBOPUTEH
Isopropyl alcohol / 12 pg/tab / Not more than 350 pg/tab. /
Wzonponanon 12 MKT B TabneTke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6nojorndeckas 4ucrora*

Total Aerobic Microbial
Count / of1uee YucIo NA
a3po6HBIX MUKPO-
OpTaHU3MOB

not more than 10° CFU/g; /
He 6onee 10° KOE/T;

Total Combined Yeast and

not more than 10> CFU/g; /

A03MPOBAHHBIX €IHHHILL

wuld ouut / 0GLIEE YUCTO NA He Gosce 10 KOL/r;
IPOMOKEBBIX U IUIECHEBbLX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
oTrcyrcTBUe B 1 T.
11 Uniformity of dosage units / 4.5 Acceptance value (4V) not more than
OnHopoagHoCTh 15.0 Ilokaszatens npuemieMocTy (AV)

IOMKeH ObITE He Oonee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3axmouenne: OJJIOGPEHO

Prepared by / Checked by /
IToarotorneno: Pravesh Rana [posepeno: Pardeep Kumar

]

£

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTeb

Amit Kumar ; =

Reprint Date / Reprint Date /
Jara: 21.04.2025 Jara: 21.04.2025

Reprint Date / f
Jarta: 21.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tol: 491 40 4900 2900, Fox: 497 40 4300 2999, Email: mail@drreddys.coim
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIM3A

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

fer; +91 9816¢ 536001-02

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Jxcnpece (keropoak) TabieTkn, Ancnepripyevbie B HOJI0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ’ Batch Quantity / 3600000 tab /

Cepus Ne § veslold O6beM cepun " 3600000 Tab

Analytical Repovrt No / - 040002889712 Date of Analysis / . 21.04.2025

AHanAaTHYecKHHA oT4yeT No JlaTa anaan3a

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JlaTa npon3BOACTBA T'ogen no

Mfg. License No. / . o

ITpousBoaCTBEHHAN : MNB/05/263 VIR TR O K y N (04669)=(ER
Homep PY RU)

JHueH3us Ne

Analysis performed according ND: / Anaaus nposesen mo HJI: JIIT-Ne(004669)-(PT-RU)-190224

Page7 of 9/ Crp. 7u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
6nucrepe u3s (IIA/AJVIID ¢
piaronornorurenem/IT9BIT)
toneru // (I13/AJ1) donsru. Ilo
2 GnucTepa BMECTe C JTHCTKOM-
BKJIaJIBIIIIEM B nayKy
KapTOHHYIO.

i:) Test / [TokasaTennb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KosiuyecTBeHHOE 10.2 mg/ 102 mr From 90mg to 11.0 mg of
onpejesieHHe (101.6 %) C15H3NO3°C4H 1 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr g0
11,0 M C15H13NO3'C4H11N03
(keToponaka TpomeTamuH) (ot 90,0 nmo
110,0 % 0T 3asBJEHHOTO KOJNHYECTBA) B
TabNeTKe.
13 | Butylhydroxyanisole 0.0945 mg/tab / Not less than 0.042 mg/tab. /
content / Conep:xaHue 0.0945 mr B TabneTke He menee 0,042 mr B TaOneTKe.
Gy THIrHAPOKCHAHM301A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNaKoBKH (PA/AL/PE with | desiccant/HDPE) toil // (PE/AL) foil. | or

2 blisters with patient information leaflet
in a carton pack. / [lo 10 TabneTok B
onuctepe u3 (TTA/AJI/ITD c
pnaronortotuteneM/[13BIT)  donbru //
(TID/AJT) doneru. o 1 unu 2 6aucrepa
BMECTe C JINCTKOM-BKJIALBIIIEM B MAvKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[pumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHUIM HJI

Conclusion : APPROVED /
Zaxkmouenne: OJJOBPEHO

Prepared by /

{

IMoarororneno: Pravesh Rana [/

Checked by /
ITpoeepeHo: Pardeep Kumar

=L -

Approved by: Manager/Executive /
OnoGpeno: Menemkep / Pykosonuresns
Amit Kumar A

Reprint Date /
Jara: 21.04.2025

Reprint Date /
Hata: 21.04.2025

Reprint Date /
Jara: 21.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 300034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




‘. o Dr. Reddy's Laboratories Ltd.
! °® Formulation Unit-6
Dr. Reddy s * Viil. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUPHUKAT AHAJIU3A Tei:+51 9??65 _?59(31'03

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoxykr: Keropoa® Ixcnpece (keToposak) TabJieTKH, AHCHEPrHpYyeMbie B NOJIOCTH pTa, 10 mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne AL O6nem cepun " 3600000 Tab

Analytical Repovrt No / . 040002889712 Date of Analysis / - 21.04.2025

AHanuTHyeckuii oTueT Ne Jdarta ananusa

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JlaTa npon3BOJCTBA T'oagen g0

Mfg. License No. / . .

ITpousBoAcTBeHHAS : MNB/05/263 MA number: / : JOI-Ne(004669)-(PT -
Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / Auann3 nposeaen mo HJT: JII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 m3 9
* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* [Ipu BbINyCKe JIEKAPCTBEHHOIO NpenapaTa KOHTPOJIb KayecTBa 1o nokasareio « MukpobHooruyeckas
YHCTOTa» MPOBOAUTCS AJA Kamaoii 20-0it cepuu, WM JJIA OAHOI cepuu B ro/l, B 3aBUCHMOCTH OT TOTO, YTO
HACTYNHT paHblUe.

API name / HaumenoBanue ADC: Ketorolac tromethamine / Ketoposnaka TpoMeTaMHH
INN/MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRH009669

Homep cepun npoussoauteasa ADC:

FP Manufacturer API Batch number /

Homep cepuH cyOCTaHIIHH TPOH3IBOXHTES FESA00030

I'J®:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ipouzoautenb ADPC, crpana: U-p Pennu'c Jlabopatopuc Jita., Maaus

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

site / MNB/05/263) /

HaumeHoBaHHe, apec, THUEH3HS 1/ J-p Pepau’c Jlabopatopuc JItn., Mnnus, [IpoussoacTeeHHOE

IMpounsBoacTBenHas miomagka / Ilnomaaka noapasaenenue-6, Bunn. Kxosnp, Hanarapx Poyn, banmu, Jluctpukr

KOHTpoJA KavyecTBa / Ilnomanka BeIIyCKa Conan, X.I1., 173205, Unausa (nmuuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanrsm HJI 3akmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

INoaroroeneno: Pravesh Rana [Tpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykopoauTens

; Amit Kumar A o \

";ﬁ[”’\"/ (\‘-' o

Reprint Date / Reprint Date / Reprint Date / '

Jarta: 21.04.2025 Jara: 21.04.2025 Jara: 21.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




‘..0 Dr. Reddy's Laboratories Ltd,
y e . :

Formulation Unit-6
Dr. Reddy S N¢ Viil. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOUKAT AHAJIU3A fei 1 +91 9573566 5_6001—02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

TIpoaykr: Keropoa® Dxcnpece (keTopo1ak) TabJeTKH, AHCIIEPTHpYemMble B IOJIOCTH pTa, 10 Mr |
Market / PoiHok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne AL O61em cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002889712 Date of Analysis / . 91.04.2025
AHaguTH4ecKHi oTueT Ne JaTta aHanu3a
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
JlaTa npon3BoacTBa I'open no
Mfg. License No. / . .
IpousBoacTBEHHAS : MNB/05/263 AR TIUIERIG R SN (DOA6)=(BIS

Homep PY RU)

JuueH3ns Ne
Analysis performed according ND: / Anaaus nposeaen mo HJL: JITI-Ne(004669)-(PT-RU)-190224
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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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aK/I09eHHe 0 COOTBeTcTBMH: «HacTosIMM s MOATBEPXKIAI0, YTO IPUBEACHHAS BHIIE HHOOPMALIHSA ABIAECTCS
JIOCTOBEPHOI M TOYHOW. DTa cepHs MPOMYKIMH IPOM3BeAcHA (BKIIOYAs YIAKOBKY (MapKHPOBKY) ¥ KOHTDOJIb
KAayecTBa) Ha BHIIIEYKA3aHHOM HPOU3BOJACTBEHHON IUIOmagKe (MJIOINAgKax) B IIOJHOM COOTBETCTBUU C
TpeboBanusamMu [IpaBunl HajIexale IPOU3BOACTBCHHON NMPAaKTHKH EBpasuMHCKOro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 certssops 2022) u TpeO0oBaHUAMH KOHTPOJI KAYECTBA JICKAPCTBEHHBIX CPE/CTB,
a Taloke B COOTBETCTBHH CO CIEIUGHKAIMIMY, COJAEPXKALIUMHCS B PETHCTPALMOHHOM JOChE CTPAHBI-UMIIOPTEPA.
3aMyicH 10 TPOW3BO/ICTRY, YIIAKOBKE H AaHATA3Y HPOBEPEHE], M yCTAHOBJICHO HX COOTBETCTBHE Tpebopanuam [Ipasui
HaIeXaled Mpou3BOACTBEHHON NPpakTUKK EBpazHiicKOro SKOHOMHYECKOT0 COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Pravesh Rana Iposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykosoauTesb

‘i—’/ Amit Kumar -

= \A <

Reprint Date / Reprint Date / Reprint Date / !
Jara: 21.04.2025 Jara: 21.04.2025 Jara: 21.04.2025
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