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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A

Jel : +91 981645 56001-02

asyiiug ey

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

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepusn Ne § Vo002 Ob6bem cepun " 3600000 Tab

Analytlcal Repovrt No/ - 040002897221 Date of Analysis / . 24.04.2025

AHajuTHYEeCKHH oTyeT Ne JlaTa amaansa

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jlara npousBoacTBa T'open no

Mfg. License No. / . .

IMponssoacTBennas : MNB/05/263 OGS DE feed y SHENH0A669) (Bl
Homep PY RU)

JuneH3us No

Analysis performed according ND: / Ananns nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page1 of9/Crp.1n39

No . .

No Test / [TokazaTennb Results / PesyabTaThl Specification / Hopma

1 ._Description/ Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrnsie
side. / Kpyrasle miockue Tiockue Tabnetku ¢ ¢ackod, CBeTNO-
TabneTku ¢ packoi, ceeTo- XKEJTOr0 ILBeTa ¢ IpaBUPOBKOH «l» Ha
AENTOTO LIBETa ¢ FPaBUPOBKOIi OJIHOIi CTODOHE.
«l» Ha ogHOH cTOpOHE.

2 Identification / UpenTuduxanus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-cnexTpsl MOIJOLIEHUA
HCTIBITYEMOFO PacTBOpa M pacTBOpa
CTaHAapTHOro  obpa3ua  KeTopoJjaka
TpOMeTaMHHa JIOJDKHBT HMETh
MaKCHMYMBI [IpH OJHOM M TOM ke ANnHe
BOJTHEI (= 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanme: ITpoaykT coorsercTByeT TpebopanusM H]I

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /

IToxrorosneno: Ramakant

Bofd

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykooauress
Amit Kumar —

M

Reprint Date /

{

Hata: 24.04.2025

Reprint Date /
Jara: 24.04.2025

Reprint Date /
Hara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCN04507

www.drreddys.com




@0
Dr.Reddy’s ‘f’.‘

Dr. Reddv's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTU®UKAT AHAJIN3A Tel : +91 98165 56001-02

wivw Arrannue o

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

IMpoxyxr: Keropon® Sxenpece (keroponak) TabieTkH, Ancneprupyemsle B Hog0cTu pra, 10 mr

Market / Prisox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne  VESW7z O6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002897221 Date of Analysis / . 24.04.2025

ABanuTH4ecKHil oTyeT No JlaTa anann3za

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTta npoM3BOACTBA T'onen no

Mfg, License No. / .

IpoussoxcTBennas - MNB/05/263 MA number: / : JIT-Ne(004669)-(PX -
Homep PY RU)

JIHLeH3HsT No

Analysis performed according ND:

/ Anannz nposeaen no HJ: JITI-Ne(004669)-(PT-RU)-190224

Page20of9/Crp.2 w39

No

Test / Iloka3zaTtenn
No

Results / Pe3yabTaThl 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). / Bpems ynep>XUBaHHS
OCHOBHOIO TMNHKa Ha Xpomarorpamme
HCIIBITYEMOTO pactsopa IOJDKHO
COOTBETCTROBATH BPEMEHH yIEPKUBAHUS
OCHOBHOTO TMHKa Ha XpOMarorpaMme
pactBopa CTaHAapTHOTO obpa3ua
KeToponaka  TpoMeTamuHa  (paszen
«KonmyecTBeHHOE ONPEACTCHUEY).

Rermarks : The Product conforms o ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr cootseTcTBYET TpeboBanuaM HJL 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Ramakant [TposepeHo: Pardeep Kumar | Onobpeno: Menemxkep / Pykosogurens

8‘4 w» | Amit Kumar L

AL~ = N—_—

Reprint Date / ' Reprint Date / Reprint Date / |
Hara: 24.04.2025 Jlara: 24.04.2025 Jara: 24.04.2025

Registered Off

ice: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 299Y, Emall: mallwwdireddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com
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Dr. Reddy’s Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUP®UKAT AHAJIM3A

Tel : +91 98165 56001-02

wisnar drren Aavs COom

Ipoaykr: Keropoa® Dxcnpecc (keropoJak) TabieTky, AMCHeprupyemMbie

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

B IOJIOCTH pTa, 10 Mr

Market / Puinox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepust Ne + V2500702 O6nem cepun " 3600000 Tab

Analytical Repo:’t No/ . 040002897221 Date of Analysis / . 94.04.2025

AHanuTuveckHi oTuet Ne J{aTa aHaJH3Aa

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jara npoH3BOACTBA T'ogeH a0

Mfg. License No. / . .

IIpon3BoacTBeHHAs : MNB/05/263 e mumbes : JINI-Ne(004669)-(PT-
Homep PY RU)

annen3us Ne

Analysis performed according ND: / Anaun3 nposeaen mo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page3of9/Cyp.3u39

[
ioo Test / [TokazaTennb Results / Pe3yabtaThbl Specification / Hopma
Butylhydroxyanisole / Complies / CoOTBETCTBYET The retention times of 2-
Bymunzudpoxcuarnuzon 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). / Bpewmena
yIEePKUBAHUS MTHKOB
2-0yTUATHAPOKCHAHHU301a u
3-6yTWIITHAPOKCHAHU30J1a Ha
XpOMaTorpamMMe HUCIBITYEMOro pacTBopa
IOJDKHBI  COOTBETCTBOBaTh  BpPEMEHAM
yIaepKHBaHUS MTUKOB
2-0yTHIrHOPOKCHaHU301a 7}
3-6yTHITMAPOKCHAHU30J1a Ha
XpoMaTrorpaMme pacTBopa CTaHAapTHOTO
obpasia OyTunruapokcuanuzona (pasaen
«Conepxanue
OyTHITHPOKCHAHHU30J1a»).

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

ITpumeuanne: Iponykt cootsercTBYeT TpeboBanusam HJI 3akmouenne: OJJOBPEHO

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

[Moarorosneno: Ramakant IMposepeno: Pardeep Kumar | OnobpeHo: Menemxkep / Pykosoauresns

Amit Kumar L
M C'J" B /\/ —
Reprint Date / ! Reprint Date / Reprint Date / J
Hara: 24.04.2025 Hara: 24.04.2025 Hara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mdi
CIN: L85195AP1584PLCO0A507
www.drreddys.com

500034, Telangana, India
|@direddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJMU3A

+91 98166 56001-02

el :
s deraddus com

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

Ipoaykr: Keropoa® Dxenpece (keroposak) TafaeTKH, JHCIeprapyemMble B 0JI0CTH pTa, 10 mr

Market / Puinox :Russia / Poccusi

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne + V2500702 Oo0bem cepun " 3600000 tab

Analytical Repourt No/ - 040002897221 Date of Analysis / . 24.04.2025

AHaguTH4YecKU# oTueT No Jlata aHaJIH3A

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npomM3BoacTea T'open oo

Mfg. License No. / . X

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

aunensns Ne

Analysis performed according ND: / Anann3 nposeaen nmo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page4of 9/Crp.4m39

|
1}? Test / [loxasaTesb Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpennsis 69.0 mg / 69.0 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr 1o 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOAHOCTE MACCHI 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oomnee =+ 10 %;
2/20 Tabnerox — He Oonee + 20 %.
4 Disintegration time / 00 min 11 sec /00 mun 11 cex Not more than 3 min. / He 6onee 3 muH.
Pacnagaemoctn
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CisH13NO3+C4H1NO; (ketorolac
Unit-2 / Tabn-2 98 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta61-3 98 % 5% Q)  CisHiNOyCHiNO;
) (keTopoiaka TpOMETaMuUH) Yepes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
INpumeyanue: IIponykt cooTseTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
[Toarorosineno: Ramakant

fbd

Checked by /
IIpoeepeno: Pardeep Kumar

e 58

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoautesns
L

Amit Kumar /\/ //

Reprint Date / i
Jara: 24.04.2025

Reprint Date /
Jata: 24.04.2025

Reprint Date /
Hara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO0A507

www.drredays.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUOPUKAT AHAJIN3A

Tel : +91 58185 56001-02

par Arcacdye com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Sxenpece (keroposax) rabineTkn, AHCIeprEpyeMeie B moa0cTH pra, 10 mr

Market / Poinok :Russia / Poccust

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne a0z O0Bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002897221 Date of Analysis / . 24.04.2025

AnanurTH4yeckHii oTder Ne Jara ananusza

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

Jara npousBoacTBa T'ogen oo

Mfg. License No. / ] .

IlpousBoacTBEeHHAs : MNB/05/263 S Eumber:l g e CEOROCS(RL=
Homep PY RU)

Junen3nsa Ne

Analysis performed according ND: / Anann3 nposeaed no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page50f9/Crp. 5u3 9

o |
1}? Test / TlokazaTenn Results / PesynsTaTni Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JAucoepcHocTh 710 pm sieve is formed. / O6pa3zyetcs
ONHOPOJHAS CYCNEeH3Hsd, MNpOXOoasas
CKBO3b CHUTO C DPa3MEpOM OTBEPCTHIA
710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuananor

Below LOQ (LOQ = 0.0032 %)
/ Huwxe npenena
KOJIMUECTBEHHOTO ONMpeAeNIeHHA

not more than 0.5 %; / ne 6onee 0,5 %,;

CopaepxkaHue BOAbI

KeTopoJsaxa (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / e 6onee 0,8 %,;
1-keToaHajoOr KETOpOJIaKa
unidentified impurity / 0.01% not more than 0.5 %; / e 6onee 0,5 %;
eIUHHUYHas ’
HeUeHTH(ULIMpOBaHHAS
npUMech
total impurities / 0.047% not more than 1.0 %. / ne Gonee 1,0 %.
cyMMa npuMecei

8 Water content / 24 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : 1he Product conforms to NLY/
INpumeyanue: IIpoaykt cooTsercTBYET Tpebopanusam HJI

Conclusion : APPRUVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

st

Checked by /
ITpoeepeHo; Pardeep Kumar

-

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

A
/\/./’

Reprint Date / {
Jara: 24.04.2025

Reprint Date /
Jara: 24.04.2025

Reprint Date / !
Hara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mailwdrreddys.com

CIN: L85195AP1984PLCO0O4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddyv's Laboratories Ltd,
Formulation Unit-6

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

CEPTUO®HUKAT AHAJIM3A

Tel: +91 98165 56001-02

Wi drraddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpece (keroponak) TabiieTk, JMCHeprupyemMsle B 00J10CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepns Ne e O6bem cepuu " 3600000 Tab

Analytical Repovrt No / . 040002897221 Date of Analysis / . 24.04.2025

AHaguTHYeCKHH 0THeT No HaTa aHaauza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jara npomiBoacTea T'onen g0

Mifg. License No. / . .

IpousBoacrBeHHast : MNB/05/263 S b el 5 DL )E(D04669)~(PI=
Homep PY RU)

JuneH3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JIII-Ne(004669)-(PI"-RU)-190224

Page 6 of 9/ Crp. 6 13 9

|
1}? Test / IlokasaTesb Results / PesyabTarsi Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHHYecKHe pacTBOPUTEH

Isopropyl alcohol /
WzonponaHon

8 ng/tab/
8 MKr B TabJyeTKe

Not more than 350 pg/tab. /
He Gonee 350 Mkr B TaOneTKe.

10 Microbiological purity*/ Mukpo6uosornueckas HucToTa*

Total Aerobic Microbial
Count / obuiee yncio

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

OaHopoaHoOCTh
JA03HPOBaHHLIX €HHHII

NA
a3pOOHBIX MUKPO-
OpraHHU3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / o61iee uucio NA He 6onee 10? KOE/T;
JPOAOKEBBIX U INIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 10.1 Acceptance value (4¥) not more than

15.0 Ioxasartens npuemnemocTd (AV)
JIOJDKeH ObITh He 6onee 15,0.

Remarks : The Product conforms to ND/

ITpumeuanue: Ilpoaykr cooreTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IMToarorosneno: Ramakant

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBonutens
Amit Kumar =

— -

—

ol

Reprint Date /
Jlata: 24.04.2025

Reprint Date /
Hata: 24.04.2025

Reprint Date /
Jara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com
CIN: L85195AP15984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTU®UKAT AHAJIU3A

Tel : +91 98165 56001-02

puse drradeus com

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

Hpoaykr: Keropon®™ Irenpece (keropoiiak) Tabsierky, Ancneprupyemsie B M0JocTH pra, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne $ V2500702 O6bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002897221 Date of Analysis / . 24.04.2025

AHaJHTHYeCKHIi 0T4YeT Ne Jara anannza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npo M3B0ACTBA I'onen a0

Mfg. License No. / . o

IlpousBoacTBeHHAN : MNB/05/263 Ly UGl , JI-Ne(004669)~(PT -
Homep PY RU)

Jnnenzus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 7of 9/Crp. 7wz 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
omucrepe u3z ([TA/AJUV/IID ¢
Bnaronorjoturenem/I15BIT)
¢oneru // (II3/AJT) donsru. Ilo
2 6nucrepa BMecTe C JTUCTKOM-
BKJIaQbIIEM B nayKy
KapTOHHYIO.

i\? Test / MokazaTenn Results / PeyanTaThi Specification / Hopma
12 | Assay/ KogunyecTBeHHOe 9.6 mg /9.6 mr From 9.0mg to 11.0 mg of
ompene/eHue (96.3 %) CisHi3NO3*C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 Mmr C15H[3NO3’C4H1 1NO3
(keToponaka TpomeramuH) (oT 90,0 go
110,0 % oOT 3agBNEHHOTO KOJIMYECTRA) B
TabneTke.
13 | Butylhydroxyanisole 0.0927 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHnue 0.0927 mr B TabneTke He menee 0,042 mr B TabneTke.
Oy THArHAPOKCHAHH30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne ynakoBxm (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / [To 10 TabneTtok B
6nucrepe u3 JIA/AJUTID c
pnaronornorureneM/[1OBIT) donbru //
(IT3/AJ1) doneru. o 1 unn 2 6nucrepa
BMeECTE C JINCTKOM-BKJIaJbILIEM B MAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoayKT COOTBETCTBYET TpeOoBaHuIM HJI

Conclusion : APPROVED /
3axmouenne: OTOBPEHO

Prepared by /
IMonrorosneno: Ramakant

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meneukep / PykoBoauressb
Amit Kumar [\ L_

I

Reprint Date /
Hara: 24.04.2025

Reprint Date /

Hara: 24.04.2025

Reprint Date /
Jara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangaia, India
Tel: +91 40 4900 2909, Fax: +91 40 4500 2999, Emalil: maliwdrreddys.corm
CIN: L85195AP1984PLCN04507

www.drreddys.com




Qe Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
Dr. Reddy s “’ Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHUO®UKAT AHAJIMN3A Tel : +91 98166 56001-02

i Areacdoiye e

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

Ipoayxr: Keropon® Dkcnpecc (keroponax) TabieTkH, AHCHeprupyemble B NOJ0CTH pTa, 10 Mr R

Market / Poiaok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepns Ne V2500702 O6Bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002897221 Date of Analysis / . 24.04.2025

AHaJqurH4ecKHii oTyeT Ne JlaTa aHAJIH3A

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

JaTa npoM3BoACTBA T'onen mo

Mifg. License No. / . o

ITpoussoacTBeHHAs : MNB/05/263 SIS el . JII-Ne(004669)~(PT-
Homep PY RU)

JHueH3us Ne

Analysis performed according ND: / Anann3 nposexen no HJ: JITI-Ne(004669)-(PT-RU)-190224

Page8 of 9/ Crp. 8 u3 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 TpeNapaTa KOHTPO/IL KauecTBa 1o NnokasaTteno «MukpobuoJsiornyeckas
YHCTOTA» MPOBOAUTCS /s Kaxaoii 20-0ii cepuu, HH AIst OAHOI cepun B rojl, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNUT paHbllle.

API name / Hanmenopanne APC: Ketorolac tromethamine / Ketoponaka TpoMeTaMuH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRHE009670
Howmep cepun nponssoguresis APC:
FP Manufacturer API Batch number /
Homep cepnn cyOcTaHIMH HPOH3BOUTEISA FESA00031
TJID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IpousBoaurtens A®C, crpana: I-p Pepnu'c Jlaboparopuc JIta., Unaus
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) /
HaumeHoBanue, aapec, JHIEH3HSA AJIsl I-p Pegnu’c Jlaboparopuc JIta., Muous, IIpoussoacteeHHOe
IlpousBoacTBennasn miaomanka / llnomaaka noapasnenenue-6, Bumi. Kxons, Hanarapx Poyn, bagau, IucTpukr
KOHTpoJs KayecTBa / Ilnomaaka BeIIyCcKa Conan, X.I1., 173205, Unausa (nuuensus 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: [Ipogykr cootBeTcTByeT Tpebopanusam HJI 3akawouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauresnnb
, p Amit Kumar L
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Reprint Date / : Reprint Date / Reprint Date / i
Hara: 24.04.2025 Hara: 24.04.2025 Jara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4500 2999, Email: mallwdrreddys.com
CIN: L85195AP1984PLCN04507
www.drreddys.com



@ Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
Dr. Reddy S q-. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHDPUKAT AHAJIN3A Tel : +91 98165 56001-02

ww drreddys com

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

ITpoayxr: Keropon® Dkcnpecc (keToponax) TabieTKH, AHCIIePrHpYeMble B IIOJIOCTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne - V2500702 O0bem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002897221 Date of Analysis / . 94.04.2025
AHaquTHYecKHil oTueT No Hata ananuza
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTa npoH3BOACTBA Tonen oo
Mfg. License No. / . .
IpouspoacTBenHas : MNB/05/263 e y DILNS(OAG62)= (I

Homep PY RU)

JHIen3Hs Ne

Analysis performed according ND: / Anaau3 nposegen mo HJI: JITI-Ne(004669)-(PI-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/09eHHe 0 COOTBEeTCTBHM: «HacTodmmM s MOATBEPXKIal0, YTO MPUBEAEHHAS BBIIe HHYOPMAIHs SBIACTCS
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKUMH NPOM3BENeHa (BKIIOUYAs YIAKOBKY (MapKHPOBKY) H KOHTPOIb
KayecTBa) Ha BBINICYKA3aHHOM NPOM3BOACTBEHHOH IUTomagke (IUIOMAAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanusMu [IpaBUn Hajamexalei TpOU3BOACTBEHHON IpakTHKH EBpasniiCKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6pst 2022) 1 TpeOOBaHUSIMHE KOHTPOJIA Ka4e€CTBA JIEKAPCTBEHHEIX CPE/CTB,
a TaKXKe B COOTBETCTBHH CO CIeHH(UKAMIMH, CONSPKAIMUMUCS B PETMCTPALIHOHHOM HOCHE CTPAHBI-UMITIOpTEpa.
3anwcy 110 IPOU3BOJICTBY, YIIAKOBKE M AHAITN3Y IIPOBEPEHEI, M YCTaHOBIIEHO X COOTBETCTBUE TpeboBaHuaM [Ipasui
HaIeXalleH MPOu3BOACTBEHHOM TpakTUKH EBpa3zuiickoro 3SKOHOMHYECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykt cooTseTcTBYeT Tpebosanusam HJT 3axnwuenue: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotorneno: Ramakant IMposepeno: Pardeep Kumar | OnobpeHo: Menemkep / PykoBoauresib
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