Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Fxcnpece (Ketoponax) TabieTku, ANCHeprupyemble B 1010CTH PTa, 10 mr

Market / Poinox

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Nz j V2402015 O6bem cepuu " 3600000 Tab

Analytical Repourt No/ . 040002756856 Date of Analysis / . 19.12.2024

Ananurmiecknii oruet Ne Jarta ananusa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JlaTa npoH3BOACTBA T'ogen 10

Mfg. License No. / . .

IIpousBoAcTBEHHAS : MNB/05/263 e '. JIII-Ne(004669)~(PT*-
Homep PY RU)

anneH3ust Ne

Analysis performed according ND:

/ Ananns nposejen no HJL: JII-Ne(004669)-(PI'-RU)-190224

Page10f9/Crp. 1u3 9

N . .

.N':) Test / [lokazaTean Results / PesyabTaThl Specification / Hopma

1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyribie
side. / Kpyrnble ninockue ockue TabneTku ¢ (ackom, CBETIO-
TabneTku ¢ Gackoi, cBeTno- JKENTOro LBETa C TpaBMpOBKOH «» Ha
JKEJITOrO LIBETA C TPAaBHUPOBKOMH OMTHOH CTOPOHE.
«l» Ha OJIHOH CTOpOHE.

2 Identification / UnenTuduKauus B

Ketorolac / Kemoponax

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO®-cnexkTphl NOMIOLICHUSL
ACIBITYEMOTO  pacTBOpa MW pacTsopa
cTaHjapTHoro obpasua  KeToponaka
TpOMeTaMuHa JOJKHBI UMETD
MaKCHMYMEI [IPH OIHOM M TOMH Xe ANUHe
BOJIHBI (£ 2 HM).

Complies / CooTBeTCTBYET

Remarks : The Product conforms to

ITpumeuanue: ITponykT cootsetcTByeT Tpebopanuam H/I

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

ND/

Prepared by /
IToarorosneno: Santosh Kumar
Maurya \

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoaurens

Pavan Kumar Sharma ,Jw-*"’ =3

Checked by /
[MTposepeHo: Pawan Kumar

By

Reprint Date /
JlaTa: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {td.
Formulaticn Unit-6

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

CEPTUOPUKAT AHAJIMU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keTopo.ax) TabjaeTkH, JHcneprupyeMbie B M0JOCTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne V2402515 O0beM cepun " 3600000 Tab

Analytical Repourt No/ . 040002756856 Date of Analysis / - 19.12.2024

AHaJIHTHYeCKH oTueT No JlaTa aHan3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JlaTa npou3BoJcTBa T'open oo

Mfg. License No. / . S

Ilpou3BoACTBEHHAS - MNB/05/263 SlE DR : e LE(00H) (e
Homep PY RU)

JrneH3us Ne

Analysis performed according ND:

/ Anaans nposenen mo HJ1: JII-Ne(004669)-(PT'-RU)-190224

Page2 of 9/Crp.2 u3 9

No

Test / [loxa3aTennb
Ne

Results / PesyabTaTsl

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 ynepxuBaHuA
OCHOBHOI'O MMKa Ha XpoMmaTorpamme
UCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BPEMEHH YJCPKUBaHHA
OCHOBHOIO IMKa Ha XpoMaTorpamme
pacTeopa CTaHIapPTHOTO obpasiua
KeTopoyiaka  TpoMmeTaMuHa  (pasnen
«KonuuecTBCHHOE OTIpeACTICHUEN).

Remarks : The Product conforms to ND/

[Mpumeuanue: [poaykT cooTBeTcTBYET Tpebosanusam H/J

Conclusion : APPROVED /
3akarwyenne: OJOBPEHO

Prepared by /
ITonrorosneno: Santosh Kumar
Maurya

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykoppauten
Pavan Kumar Sharma

of -
Qpin—

j ="

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Jlara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1384PLCDO45D7

www.drreddys.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dkcnpecc (keroposak) rabaerku, Ancieprupyembie B M0JI0CTH pra, 10 Mr

Market / Puinok

:Russia / Poccus

Batch No / - V2402515 Batch Quantity / 3600000 tab /

Cepusn Ne ’ O0bem cepuu " 3600000 Tab

Analytical Repovrt No/ . 040002756856 Date of Analysis / . 19.12.2024

AHanuTHYeCKHI oTyeT No HaTa anainsa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jara npou3BoACTBA Togen oo

Mfg. License No./ . .

IIpousBoAcTEEHHAS . MNB/05/263 MA number: / ; eNS(Q0A669)-(BI:
Homep PY RU)

Jnnen3nst Ne

Analysis performed according ND: / Anann3 nposeaen no H/I: JII-Ne(004669)-(PI'-RU)-190224

Page30of 9/ Crp.3 m39

No

N Test / [Toxasarens Results / PesyabTarbl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneuopoxcuaruzon 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
yIepKUBAHHA TTHKOB
2-6yTUNTHAPOKCHAHI30J1a U
3-6yTunruapokcuaHuzona Ha

XpOMaTorpaMMe MCOBITYEMOIO pacTBOpa

INOJDKHBI  COOTBETCTBOBATb  BpEMeEHaM
yIaepXKUBaHUS THKOB
2-6yTUITHAPOKCHAHU30a 7}
3-6yTHArMOpOKCUaHU301a Ha

XpOMaTorpaMme pacTBOpa CTaHAAPTHOIO
obOpasua OyTHArupoKcHaHu3ona (pasaen
«Cognepxanue
OYTHATHAPOKCHAHN30IIAN).

Remarks ;: The Product conforms to ND/

[Tpumeuanue: [poaykt coorBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by /
IMoarorosieno: Santosh I%lar

Maurya
A

Checked by /
IIpoeepeno: Pawan Kumar

""-RL

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoauren
Pavan Kumar Sharma for—m -

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O045D7

www.direddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

CEPTUDHKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

ITpoaykT: Keropon® Jxcnpecce (keToposak) TabJieTKH, AMCIeprupyemMsie B H0JI0CTH PTa, 10 mr

Market / Poinok

:Russia / Poccua

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne il O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002756856 Date of Analysis / . 19.12.2024

AHanuTHYeCKHi oTIeT No JlaTa ananu3za

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JdaTta npoH3BOACTBA T'ogen po

Mifg. License No. / ] .

ITpouzBoAcTBEHHAN : MNB/05/263 SEamBaS : PINNE(00062) (ils
Homep PY RU)

Junen3ua Ne

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

Page40f 9/ Crp. 4 139

[Mpumeyanue: IIpoaykt cootBeTcTByeT Tpebosanusam HJJ

i.g Test / ITokazaTeanb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennss 69.3 mg/ 69.3 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca 3 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 %;
OAHOpPOAHOCTE MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oojee = 10 %;
2/20 Tabnetox — He 6onee + 20 %.
4 Disintegration time / 00 min 51 sec / 00 Mun 51 cek Not more than 3 min. / He 6onee 3 Mun.
Pacnapaemocthb
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 99 % Not less than 75% (Q) of
. C15H13NO3*C4H 1 NO3 (ketorolac
Unit-2 / Ta6n-2 98 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97 % 75 % Q) C1sHj3NO3+CsH; 1 1NO3
. (keToponaka TpOMETaMHH) yepe3 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabxa-5 102 %
Unit-6 / Tabn-6 97 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED / -

Zakmouenune: OJOBPEHO

Maurya

Prepared by /
IMoarororneHo: Santosh Kumar

Checked by /

IlposepeHo: Pawa{; Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pyl\osommnb

Pavan Kumar Sharma et~

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Registered Office: 8-2-337, Road No.

3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCOO4507
www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sotan, H.P.,, 173 205, IND!A
Tel : 491 98166 56001-02

CEPTUDPUKAT AHAJIN3A

www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Ketopoa® Dxcnpecc (keToposiak) TaG/1eTKy, AHCIIEPrHpyeMble B IOJOCTH pTa, 10 Mr

Market / Poinox

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2402515 O6bem cepun " 3600000 Tab

Analytical Repo‘}'t No/ . 040002756856 Date of Analysis / . 19.12.2024

AdananTHieckuii oryeT Ne JlaTa anajan3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jara npoussoacraa I'ogen no

Mfg. License No. / . .

HpoussoacTBeHHas : MNB/05/263 MA number: / ; SN (02662) (N~
Homep PY RU)

JIMIeH3UsT No

Analysis performed according ND: / Ananu3 nposexen mo HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page 50f9/Crp.Sm3 9

ITpumeuanue: IIpoaykT cooreeTcTBYET TpeboanusM HJ

I;.:) Test / Iloka3zarennb Results / PesyabTaTtsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JlucnepcHOCTH 710 um sieve is formed. / Obpa3zyercs
OJIHOPOIHAsl CYCIEH3Us, MPOXOIsIIAsL
CKBO3bL CHTO C pa3MepoM OTBEpCTUit
710 MKM.
7 Impurities / Ilpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / ne 6osee 0,5 %,;
ketorolac: / Hwxe npeaena KOJIHYECTBEHHOTO
1-THAPOKCHAHANOT onpexenenns (ITKO = 0.0032 %)
KETOpoJiaKa
1-keto analog of ketorolac / 0.07% not more than 0.8 %; / e 6onee 0,8 %,;
1-KeToaHANOT KETOpPOJIaKa
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eNUHWYHAS i
HeuaeHTHOUIIUPOBaHHASL 0.03%
NPUMECH
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa npuMecei
8 Water content / 1.9% Not more than 7.0 %. /
ConepxaHue BoO/bl He 6onee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zaxkmwouenue: OJOBPEHO

Prepared by /
Tlonrorosieno: Santosh Kumar

Checked by /
IIpoBepero: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxoaonm‘cm;
Pavan Kumar Sharma 4

Maurya L s
@—— e /|__/dj..-—‘

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Jara: 19.12.2024 Jara: 19.12.2024

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: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHOHKAT AHAJTM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® xenpece (keToponak) TabIeTN, ANCHeprupyemble B 10J0CTH pTa, 10 Mr

Market / PuiHok

:Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepusa Ne i V2d025°0 O6bem cepuu " 3600000 Tab

Analytical Repoz‘t No/ . 040002756856 Date of Analysis / 19.12.2024

AHnanuTHYeckHil oTueT Ne Jlara aHaan3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

Jlara nponsBoACTBa T'onen go

Mfg. License No. / ] 3

Ipons3eoAcTBeHHAsS : MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-
Homep PY RU)

auensns Ne

Analysis performed according ND: / Anaju3 nposeses no HT: JITI-Ne(004669)-(PI- -RU)-190224

Page 6 of 9/ Crp. 6 m3 9

1}? Test / [TokasaTeb Results / PesyabTaThl Specification / Hopma
9 Residual solvents / QOcTaTouHble opranyyeckue pacTBOpHTEIH
Isopropyl alcohol / 05 pg/tab/ Not more than 350 pg/tab. /
H3omnponaHol 05 MXT B TabneTKe He 6onee 350 MKT B TabJeTKE.
10 | Microbiological purity*/ MukpoGuosoruieckas ydeToTa*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / o611iee 4lCIo NA ye Gonee 10° KOE/T;
a’poOHBIX MUKpPO-
OpraHu3MoB
Total Combined Yeast and not more than 10*> CFU/g; /
mold count / ob1iiiee UuCIO NA ue 6onee 102 KOE/T;
IPOMOKEBBIX U IUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T.
11 | Uniformity of dosage units / 8.4 Acceptance value (47) not more than
OaHOpPOAHOCTH 15.0 Tloka3zaTens npuemieMocTH (4V)
J03MPOBAHHBIX €AUHHLL NOJDKEH 6BITh He Gonee 15,0.

Remarks : The Product conforms to ND/

Ipumeuanue: IIpoaykT coorsetcTByeT Tpebopanusm HI

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO

Prepared by /
IMoarotoeneno: Santosh Kumar
Maurya

Checked by /
ITposepeno: Pawan Kumar

Approved by: Manager/Executive /

OnobpeHo: MeHemxep / Pykopomurens
Pavan Kumar Sharma e
=

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Jlara: 19.12.2024

Reprint Date /
Jlara: 19.12.2024

Registered Office: 8-

2-337, Road No. 3,

Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIM: L85135AP1984PLC0O04E0D7

www.direddys.com




Dr.Reddy’s Q_':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories |1d.
Formulation Unit-6

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

CEPTUO®HUKAT AHAJIN3A

Tel : +91 98166 56001-02
www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dkenpecc (keTopoak) TablieTKH, AHCIEPrapyeMble B n010cTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepus Ne V2402515 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002756856 Date of Analysis / . 19.12.2024
AHajIHTHYEeCKHI 0TUeT No JlaTa anaam3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npou3BoacTBa Togen oo
Mfg. License No. / . .
Hponssoacreennas : MNB/05/263 SR ERmDO / : JITL-Ne(004669)-(PT-
Homep PY RU)
Junensus No

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

Page 70f9/Crp. 7 uz 9

No

Test / [Toka3aTennb
No

Results / Pe3yabTaThl

Specification / Hopma

12 Assay / KoinuecTBeHHOE
omnpenejieHne

9.9 mg/9.9wMr
(99.2 %)

From 9.0mg to 11.0 mg of
CisH13NO3C4H 11 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr no
11,0 Mr CsH13NO3*C4H ;1 1NO3
(ketoponaka TpometamuH) (ot 90,0 no
110,0 % oT 3asBIEHHOTO KOJHYECTBa) B
TabreTke.

13 Butylhydroxyanisole
content /
OYyTHJIrMAPOKCHAHH30.1a

Copep:xkaHue

0.0962 mg/tab /
0.0962 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr B TabneTke,

14 | Package description /
Onucanne ynakoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6nuctepe w3z (IIA/AJI/IID ¢
srnaronornoturenem/I13BIT)

doneru // (II3/AJT) gonsru. Ilo
2 6nucrepa BMECTE C JIHCTKOM-

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTox B
6nucrepe u3 (TTA/ATVTID c
snaronornotureneM/I[IOBI) donsru //
(I13/AJ1) ¢oneru. o 1 unu 2 Gauctepa
BMECTE C JINCTKOM-BKIaJbILIEM B IauKy
KapTOHHYIO.

Maurya

IToarorosneno: Santosh Kumar

IIposepeno: Pa_\}ran Kumar

e

BKJIaAbILIIEM B na4vyKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IlponykT cooTBeTcTBYET Tpebobanrsam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosomﬂe b
Pavan Kumar Sharma

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Jata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

www.direddys.com




Dr.Reddy’s Q::"

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Sofan, H.P., 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keTopoiak) Tadierku, JucneprupyemMsie B H0JIOCTH PTa, 10 mr

Junen3udg Ne

Market / Poinox :Russia / Poccus -
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne V2402515 O6bem cepun " 3600000 Tab6
Analytical Repo:‘t No/ . 040002756856 Date of Analysis / - 19.12.2024
AHanuTHYecKHH oTyeT No Jata ananmn3za
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npou3BoACTBA I'open xo
Mfg. License No. /

) MA number: / _ JITI-Ne(004669)-(PT -
IIpousBoacTBeHHas : MNB/05/263 Homep PY ' RU)

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

Page 8 of 9/ Ctp. 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 BLINYCKe N1eKAPCTBEHHOr0 NMPenapaTa KOHTPO/b KauecTBa Mo nokasatesio «MukpoGunoiornyeckas
YHCTOTA» NPOBOAUTCS AJis Kaxnoil 20-0ii cepuH, WU AJIA OHOk CEPHM B rojl, B 33aBHCHUMOCTH OT TOI0, 4TO

HACTYIIUT paHbIIE.

{ API name / HaumeHosanne ADC:

Ketorolac tromethamine / Ketoponaka TpoMETaMHUH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npousBoaureis ADC:

ABRHO007646

FP Manufacturer API Batch number /
Homep cepnu cy0cTAHIIHH NPOH3BOAUTENSA
TJ1®:

FERA00478

API Manufactured by & country /
Ipouseoautens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepau'c JlaGoparopuc JIta., UHaus

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

HaumeHnoBauue, agpec, JHIEH3HS AN
IIpoussoacreennas miaomanka / Ilnomaaxa
KOHTpOJIA KadecTBa / Ilnomanka Beimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pepnw’c Jlabopatopuc JIta., Unaus, [IpoussoncreenHoe
noxpasnenenue-6, Bunn. Kxons, Hanarapx Poya, banny, Jluctpukr
Conan, X.I1., 173205, Unaus (tuuensust Homep MNB/05/263)

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumevanue: IIpoaykr coorsercTByeT TpeboBaHmsaM HJ 3akawgenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Santosh Kumar [Nporepeno: Pawan Kumar Onobpeno: Menemxkep / Pykopoautenb
Maurya Pavan Kumar Sharma £

Y & el
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.12.2024 Jara: 19.12.2024 Jara: 19.12.2024

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: maii@drredadys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories |td.
Formulation Unit-6

S
9 (1 ] Vill. Khol, Nalagarh Road, Baddj,
Dr. Reddy S Q'o Distt. Solan, H.P., 173 205, INDIA
CEPTUDOUKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keroposn® Dxenpece (keToposak) TabaeTKH, AHCIePrHpyeMble B M0J0CTH pTa, 10 Mr |
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne A O6bem cepun © 3600000 Tab
Analytical Report No/ . 040002756856 Date of Analysis / . 19.12.2024
AnanuTHyeckni oruer Ne JlaTa aHaJIM3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npounsBoacTBa T'omen go
- gicenss Now ‘ MA number: /  JII-Ne(004669)~(PT-
IIpousBoacTBEeHHAsN : MNB/05/263 :
Homep PY RU)
JuneH3ust Ne
Analysis performed according ND: / Auaans nposexen no HJI: JHI-Ne(004669)-(PI-RU)-190224
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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 (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».

3aKa04eHHe 0 COOTBEeTCTBHH: «HacTosAIuM s moATBEpXk/Iaf0, YTO MpHUBEACHHAS BhIe HHGOPMaIHS SBIAETCS
JIOCTOBEPHOM M TOYHOH. DTa cepHs MPOAYKLUMH MpOM3BEAeHA (BKIIOYAs YIAKOBKY (MApKHPOBKY) M KOHTpOJb
KayecTBa) Ha BBIIIEYKa3aHHOW IPOM3BOACTBEHHOW IUomanke (MOINafKaXx) B IIOJHOM COOTBETCTBHH C
TpeGopanusamu [IpaBun Hajuiexkanieil IpOM3BONCTBEHHOM NPAKTHKH EBpasuickoro S5KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsaodps 2022) u TpeboBaHUAME KOHTPOJIA KaueCTBa ICKaPCTBEHHEIX CPE/ICTB,
a TaKXXe B COOTBETCTBHH CO CHEIUGUKAIMIME, COAEPKAIIMMHUCS B PETHCTPALMOHHOM J0ChE CTPaHBI-UMIIOPTEpPa.
3anucH [0 MPOM3BOJICTBY, YIAKOBKE U aHATH3Y IPOBEPEHEL, H YCTAHOBJICHO HX COOTBETCTBHE TpeboBanusM 11pasri
HaJIexXallel Mpou3BOICTBEHHOM NpakTUk EBpazuiiCKOro 3KOHOMHUYECKOT'O COI03a.

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

ITpumeuanue: IIponykT cooTBeTcTBYET Tpebosanram HJI 3axmodenne: OJJOBPEHO

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

IToaroroeneno: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoauTe)is

Maurya Y% Pavan Kumar Sharma i ==
; 3 g =

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Jata: 19.12.2024 Hata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 49038 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLC0O04507
www.drreddys.com




