Dr. Reddy's Laboratories Ltd.

Qe . :
? ® Formulation Unit-6
Dr' Red dy S ‘... Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJIVI3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropos® Dkenpecc (keToposak) TabeTKH, inciieprupyembie B IIOJOCTH PTa, 10 mr

Market / Poiaok :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne s MEOR0D O0beM cepHn " 3600000 Tab

Analytical RepOft No/ . 040002953626 Date of Analysis / . 31.05.2025

AdajguTHYecKHH oTUueT No JlaTa ananusa

Date of Manufact.ure / . 05/2025 Date of Expiry / . 04/2027

Jata npoussoicTBa Tonen g0

Mfg. License No. / . o

I poussosicTBeHHAN : MNB/05/263 MA number: / : JILI-Ne(004669)-(PT*-
) Homep PY RU)

Junensns Ne

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

Pagelof 9/ Crp.1 139

1;.:) Test / IlokasaTenb Results / Pe3yabTaThl 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. / Kpyrnbie
side. / Kpyrusle mnockue nockue TabneTku ¢ (ackoil, CBETNO-
TabneTku ¢ Hackoi, CBETIO- KENTOro IBeTa C TIpaBHpoBKOil «|» Ha
XKEJITOTO L[BETA C TPaBUPOBKOM OZHOM CTOpOHE.

«» Ha oJIHOI1 CTOpOHE.

2 Identification / UnenTudukanus

Ketorolac / Kemoponax Complies / CoOTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-crieKTpsl TMOTIOLIEHNS
HCIBITYEMOTO pacTBOpa M DPacTBopa
cTaHgapTHoro  obpasna  KeTOpoNaka
TpOMeTaMHHa IOOJKHBI HMETh
MaKCHMYMBI TIpH OJHOM U TOH Xe IUTHHE
BOJIHEI (+ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanwe: Ipoaykr coorBercTBYeT Tpeboanusam H/I 3axmaouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneHo: Rama Kant [Ipoeepeno: Pardeep Kumar | Omo6peHo: Menemxkep / Pykosoaurens

Mw y Amit Kumar

v =

Reprint Date / Reprint Date / Reprint Date /
Jlarta: 31.05.2025 Jara: 31.05.2025 Jara: 31.05.2025

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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol_l:lxpress (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Jxcnpece (keToposiak) TabieTkH, IHCIEprUpyeMble B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccust ]

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne i Y2050 O0bem cepuH " 3600000 Tab

Analytical Report No/ . 040002953626 Date of Analysis / - 31.05.2025

AHanuTHYecKHi oTueT No JlaTa aHa/H3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jara npou3BoAcTBa T'ogen o

Mifg. License No. / . .

IlpoussoacTBeHHas - MNB/05/263 SUA mumberi y SISO EE0%)RGRT
Homep PY RU)

JHueH3us Ne

| Analysis performed according ND:

/ Auamns nposeaen no HJI;: JITI-Ne(004669)-(PT'-RU)-190224

Page2 of 9/Crp.2 139

No

Test / Iloka3zarennb
No

Results / Pe3yabTaThbl

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). / BpeMms ynepxuBaHus
OCHOBHOTO IIMKa Ha XpoMarorpamme
UCTIBITYEMOTO pacTBopa DOJDKHO
COOTBETCTBOBATH BPEMEHH yIepXXUBaHUA
OCHOBHOTO MHMK2 Ha XpoMmarorpamme
pacTBopa CTaHAAPTHOTO obpasua
KeTOpollaka  TpoMeTaMHHa  (pasgen
«KoinuecTBEHHOE ONpeneeHHe).

Remarks: The Product conforms to ND/

ITpumeuanue: IIpoaykr coorBeTcTRyeT TpeboBanusm H]I

Jakn

Conclusion: APPROVED /

1ouenune: OJJOBPEHO

Prepared by /
Tlonrorosneno: Rama Kant

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBogutesb

Amit Kumar A
Qe —— [
Reprint Date / \ Reprint Date / Reprint Date / g
Hara: 31.05.2025 Hara: 31.05.2025 Hara: 31.05.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dxenpecc (keToposak) TabierkH, AHCHEPrupyeMbie B NOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne s V20100 O6beM cepHH " 3600000 Tab

Analytical Repo:'t No/ . 040002953626 Date of Analysis / . 31.05.2025

Anajgurudeckuii oruer Ne JlaTa aHaau3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

JaTta npon3BoAcTBa T'open no

Mifg. License No. / ) o

IponsBoacTBennas : MNB/05/263 ME.numberi| g AEL=Ne(004669)-(PIR-
Homep PY RU)

JauueH3us No

Analysis performed according ND: / Ananusz nposeaen mo HJI: JITI-Ne(004669)-(PI"-RU)-190224

Page30f9/Crp.3 39

Results / Pe3yabTaTsl

Specification / Hopma

iﬂo Test / IlokazaTenb
Butylhydroxyanisole /
Bymunzudpoxcuarnuson

Complies / CooTBeTCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

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
yIOepKUBAHHS TIHKOB
2-6yTUNATHAPOKCUAHU30]1a u
3-6yTUNrHAPOKCHaHU301a Ha

XpoMartorpaMme HCIBITYEMOTI'O paCTBOpa

JOJDKHBI  COOTBETCTBOBaTh  BPEMEHaM
yAepKUBaHUA ITUKOB
2-0yTUNTUAPOKCHAHHU30MIa H
3-0y TUITHAPOKCHAHU30T1a Ha

XpoMarorpaMme pacTBopa CTaHAAPTHOrO
obpaslia OyTunruapokcuanu3ona (paszaen
«ConepxaHue

OYTHIIrH IPOKCUAHU30IIAY ).

Remarks: The Product conforms to ND/

ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / Pykosonuresns
Amit Kumar

Reprint Date /
Hata: 31.05.2025

Reprint Date /
Hara: 31.05.2025

L
N——
1

Reprint Date /
Jara: 31.05.2025

jitic, Hyderabad - 500034, Telanpana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCOUAS0Y
www.drreddys.com




Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUOHUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxkt: Keropoa® Jxkcenpece (xeroposak) Tab1eTKH, JHCIePrHpyeMble B MOJI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepusa Ne + V2501070 O0bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002953626 Date of Analysis / . 31.05.2025
AHajguTHYecKHH 0oTYeT Ne JaTa anajnza
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
JaTa npoM3BoACTBa T'open oo
Mfg. License No. / . .
IIpou3BoAcTBEHHAS : MNB/05/263 MA number: / , =N (0669)=(RI%

Homep PY RU)

JnneHzus Ne

| Analysis performed according ND: / Ananuz npoBeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page4of 9/ Cip. 4139

No
Ne

Test / Iloka3aTenn

Results / PesyabTaThl

Specification / Hopma

3

Average weight / Cpeausis
Macca

Uniformity of weight /
OJIHOpPOAHOCTHL Macehl

69.4 mg / 69.4 Mr

Complies / CooTBeTCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr mo 72,8 mr (70,0 mr + 4,0 %).

18/20 tablets - not more than + 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabneroxk — He OGomee = 10 %;
2/20 Tabaetok — He Honee + 20 %.

Disintegration time /
PacnagaeMocTh

00 min 22 sec / 00 MuH 22 cex

Not more than 3 min. / He 6oJyiee 3 Mumn.

Dissolution / PacTBopeHue

Unit-1/ Ta6n-1 99 %
Unit-2 / Tabn-2 99 %
Unit-3 / Tabn-3 101 %
Unit-4 / Tabn-4 102 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Not less than 75% (Q) of
Ci5H13NO3+C4Hi1NOs (ketorolac
tromethamine) in 15 min. / He MeHee
75 % (Q) C15H13NO3'C4H11NO3
(keTopoiaka TpoOMETaMHUH) Yepe3 15 MuH.

Remarks: The Product conforms to ND/
ITpumeuanue: Ipoaykr cooreTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
IToarorosieno: Rama Kant

Checked by /
IIporepeno: Pardeep Kumar

~—

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

Reprint Date /
Jara: 31.05.2025

ol

Reprint Date /
Jara: 31.05.2025

Reprint Date /
Jara: 31.05.2025

A
1]

Registered Office: § 2 337,

Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

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

CIN: L85195AP1984PLCOUAS0T
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Naiagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02

wwy.arreddys.com

CEPTHOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keroposn™ Dxcnpece (keroponax) Tabiierku, AHCHEprupyemple B 1010CTH pra, 10 mr

Market / PuiHok :Russia / Poccus

Batch No / } Batch Quantity / 3600000 tab /

Cepus Ne - V2501070 O0bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002953626 Date of Analysis / . 31.05.2025

ApanmuTudeckuii oTyeT No JlaTa ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jara npou3BojcTBa T'onen no

Mifg. License No. / . .

IpousBoacTBEHHAA : MNB/05/263 Gy Ll DgH . JII-Ne(004669)-(PT-
Homep PY RU)

Junensus Ne

Analysis performed according ND: / Ananns nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

PageS5of 9/Cyp. Su3 9

Conepxanue ROILI

i.? Test / ITokazaTennb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CootTBeTCTBYET A uniform suspension passing through a
g
JAucnepcHocTb 710 um sieve is formed. / O6pa3syertcs
ONHOpOAHAS CYCTEH3UsA, IPOXOIsias
CKBO3b CHTO C pPa3MepoOM OTBEPCTHH
710 MKM.
7 Impurities / Ilpumecu
1-hydroxy analog of 0.0038% not more than 0.5 %; / He 60nee 0,5 %;
ketorolac: /
1-ruapokcuaHaior
KETOpoJIaKa
1-keto analog of ketorolac / . not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHANoT KeToponaka 0.05%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eAMHIYHAS 0.02%
HeHIeHTHOUIIUPOBaHHAS
NpPHUMEChH
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa Ipumecei
8 Water content / 22% Not more than 7.0 %. /

He 6anee 7,0 %.

Remarks: The Product conforms to ND/
[Ipumeyanue: IIponykT cootBeTcTBYeT TpeboBaHuaM HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
ITonrororneno: Rama Kant

Checked by /
[MpoeepeHo: Pardeep Kumar

S

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

s

Reprint Date /
Jara: 31.05.2025

Reprint Date /
Hata: 31.05.2025

Amit Kumar L
N~
¥

Reprint Date /
IMara: 31.05.2025

Registered Office:

8-2-337,

Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

www.drreddys.com

-

CIN: LB5195AP1984PLCOU45CY




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02

CEPTHUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxT: Keropoa® Jxcnpecc (keTopoaak) TabaeTkH, JHCHeprHpyeMble B M0JI0CTH pTa, 10 Mr

Market / PoiHok _:Russia / Poccus

Batch No / ) Batch Quantity / . 3600000 tab /

Cepus Ne § Va2 Otoio O6beM cepuu " 3600000 Tab

Analytical Repo:‘t No/ . 040002953626 Date of Analysis / - 31.05.2025

AHasuTHYeCKHH oTyeT Ne JaTa anaan3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jata npoM3BOICTBA TI'open no

Mifg. License No. / ) .

IlpousBoacTBeHHAS : MNB/05/263 Mo pumbera/ : JI-Ne(00466°)~(ET
Homep PY RU)

aunenzus Ne

Analysis performed according ND: / Auanus nposeaes mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 39

1;.3 Test / IlokazaTenb Results / PesynbTaTsl Specification / Hopma
9 Residual solvents / OcTaTo4YHble OpraHH4YecKHe PaCTBOPHTEH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
H3zonponaxon 6 Mkr B Tabnetke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6nosornieckasi yucrora*

OaHoOpoOAHOCTE
J03HPOBAHHBIX €ANHUIL

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob1iiee yncio He 6onee 10° KOE/T;
a3pOOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o6LIee YHUCIO He 6onee 102 KOE/T;
IOPOXKEBBIX M IHIECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 53 Acceptance value (4¥) not more than

15.0 INokazaTtens npueMiemocTtd (A V)
JokeH ObITh He 6oiee 15,0.

Remarks: The Product conforms to ND/

ITpumeyanue: Ilpoaykrt cooTBeTcTBYeET TpebGopanusam HJI

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
IMToxnrorosieno: Rama Kant

s

Checked by /
ITpoeepeHo: Pardeep Kumar

b

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

Amit Kumar A
N —

Reprint Date / \
Hara: 31.05.2025

Reprint Date /
JHata: 31.05.2025

Reprint Date /
Iara: 31.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hydciabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOVA507

www.drreddys.com




Dr. Reddy’s Q%%

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

Product : Ketorol F:xﬁ'ess (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jxcnpece (keroposak) Ta6/1eTKH, JHCIEPrupyeMble B MOJIOCTH pTa, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne e V2301070 O6bem cepnn " 3600000 Tab

Analytical Repovrt No/ - 040002953626 Date of Analysis / . 31.05.2025

AHajmuTHecKHH oTueT Ne Jarta anaanza

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jara npoM3BOACTBa I'ogen mo

Mifg. License No. / . .

IIpousBomcTBEHHAR : MNB/05/263 MA pumber: / ’ JIL1-Ne(004669)-(PT™-
Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / Anaan3s nposeaed mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page70f9/Crp. 7139

No
No

Test / [Toka3aTenab

Results / Pe3yabTaTh!

Specification / Hopma

onpeaeneHne

12 Assay / KosnyecTBeHHOE

9.9 mg/9.9 mMr
(98.6 %)

From 90mg to 11.0 mg of
Ci5H13NO3+C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr oo
1 1,0 Mr C15H13NO3°C4H11NO3
(ketoponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJIEHHOrO0 KOJIMYECTBA) B
Tabnetke.

13 Butylhydroxyanisole
content /

CopepxaHue
OYTHATHAPOKCHAHM30/1a

0.0968 mg/tab /
0.0968 mr B TabyieTke

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

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. / ITo 10 Tabinetok B
omucrepe u3s (IIA/AJIIID ¢
praronoriaoturenem/I13BIT)
¢domasru // (T13/AJ]) donsru. Io
2 6nuctepa BMECTE C JIMCTKOM-
BKJIa/IbIIIIEM B nayky
KapTOHHYIO.

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 Tabnerok B
onucTepe u3 (ITA/AJI/TID c
pnaronorynorutenem/I19BIT) donsru //
(I13/AJ1) donsru. Ilo 1 wnm 2 6Gnucrepa
BMECTE C JINCTKOM-BKJIaJpIIEM B MAYKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBarusam HJI

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosieno: Rama Kant _JY [Tposepeno: Pardeep Kumar | Ogo6peHo: Menemxkep / PyxoBoauresib
&A&L’ of— Amit Kumar N
' 7
Reprint Date / ' Reprint Date / Reprint Date /

Hara: 31.05.2025

Jara: 31.05.2025

Jara: 31.05.2025

Reglstered Offlce: 8-2-337, Road No. 3, Baujaia Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

e
Dr. Red dY,S ‘.,... Vill. Khol, Naiagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iINDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS ‘
CEPTHOHMKAT AHAJIA3A  “WWw.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkenpece (keToposiak) TabjleTKH, JuCeprupyemMble B M0J10CTH pTa, 10 mr
 Market / Peinok :Russia / Poccus N
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne e MtD O0BeM cepun " 3600000 Tab
Analytical Repog’t No/ - 040002953626 Date of Analysis / . 31.05.2025
AHanuTn4eckHi oTuer Ne JlaTa ananmnza
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
JlaTa npoM3BOACTBA T'ogen 1o
Mifg. License No. / ] .
IIpousBoacrBeHHan : MNB/05/263 LA numiber : A0 ERR0)EAl=
Homep PY RU)
aHnen3ust Ne
Analysis performed according ND: / Auain3 nposeaen no HJI: 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 BbIMYyCKe JIEKAPCTBEHHOTO TpenapaTa KOHTPOJIb KauecTBa 0 nokasaTe o «Mukpoduonornyeckas
YHCTOTA» MPOBOAMTCS Ans1 Kaxaoii 20-0ii cepun, HIN AJIsl OJHO# CEPUH B roll, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNHT paHblUe.

API name / HaumeHoBanue ADC: Ketorolac tromethamine / KeToponaka TpoMeTaMHH
INN/MHH: Ketorolac / Keroponax

API manufacturer batch number / ABSHO001109, ABRE009903

Homep cepun nponspoaurens AP®C:

FP Manufacturer API Batch number /

Homep cepuu cyOcTaHUHMH NPOH3BOAHTEIA FESA00158, FESA00034

IJid:

API Manufactured by & country / Dr. Reddy's Laboratories L.td., India /
IIpouzsoantens APC, crpana: I-p Peanu'c Jlaboparopuc JIta., Uuansa

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) /

HaumMeHoBaHHe, agpec, JHUCH3HA AJIsi J-p Peanu’c Jlaboparopuc Jita., Uaaus, [IpoussoacTeenHoe
Ipoussoacreennas miaomaaka / Ilnomagka noapasaenesue-6, Bumn. Kxons, Hanarapx Poyn, bagau, JIuctpukr
KOHTpOJIA KayecTBa / Ilomaaka BeIycKa Comnan, X.I1., 173205, Unpus (iuuen3us 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 /
INpumeuanue: [Ipoaykr coorBeTcTBYET Tpeboanusm H/I 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IonrororneHo: Rama Kant ITposepeno: Pardeep Kumar | Ono6peHo: Menemkep / PykoBoaurens
Amit Kumar A
vy == N
Reprint Date / Reprint Date / Reprint Date / l
Jata: 31.05.2025 Hara: 31.05.2025 Hata: 31.05.2025
Kegistered Uffice: 5-2-337, koad No. 3, Benjdta Hills, Hydcrabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLLCO04507
www.drreddys.com




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

e
Dl‘. ReddY’S ‘.. yill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

www.drreddys.com

CEPTUO®UKAT AHAJIU3A

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

Ipoaykr: Ketopoa® Jxenpece (keToposiak) TabaeTkH, JHCHEPTHPYeMble B M0J10CTH pra, 10 Mr
Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne Ml O6nem cepHu " 3600000 Tab
Analytical Repovrt No/ - 040002953626 Date of Analysis / . 31.05.2025
AHanuTHYecKHii oTueT Ne JiaTa anaJaHu3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jara npon3BoacTBa I'onen xo

Mfg. License No. / ] o
Ilpou3BoAcTBeHHAS - MNB/05/263 AR ; A S CUAGE) B

Homep PY RU)

JuneHsus Ne

Analysis performed according ND: / Auauan3 nposegen no HJI: 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 cOOTBETCTBHH: «HacTOAIMM s TIOATBEPIKIAI0, YTO HPUBEJACHHAS BBIE MHPOPMAIUS SABIAETCS
IOCTOBEPHOM M TOYHOM. JTa CepHs NMPOAYKUHH IPOM3BEAeHA (BKIIOYAs YHAKOBKY (MapKHPOBKY) M KOHTpPOJb
Ka4ecTBa) Ha BBIIIEYKA3aHHOW NPOW3BOINCTBEHHON IIomanke (IUIOMAaAKaX) B IIONHOM COOTBETCTBHH C
TpeboBanmsaMu [IpaBui Hajuiexanieil MpOU3BOACTBEHHOM NMpakTUKH EBpasuicKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) u TpeOoBaHUAMHE KOHTPOJIA KaUECTBA JIEKAPCTBEHHEIX CPEJICTB,
a Tax)Ke B COOTBETCTBHH CO CIECIUPUKANUIMH, COACPKAUTAMUCS B PETUCTPALHOHHOM JOCHE CTPAaHLI-UMIIOPTEpa.
3anucH 1o IPOU3BOJICTBY, YIIAKOBKE H AHAITM3Y IIPOBEPEHH], X YCTAHOBIIEHO HX COOTBETCTBHE TpeboanuaM [Ipasun
HaJIe)Kallei TpOM3BOACTBEHHOM IPaKTUKY EBPa3sHHCKOro 3JKOHOMHYECKOTO COHO3a.

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

IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusaM HJI 3akaouenne: OJJOBPEHO

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

INoarorosneHo: Rama Kant IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoautesnb
g_\t d}d‘ f Amit Kumar L

ot = {~
Reprint Date / \ Reprint Date / Reprint Date /
Jara: 31.05.2025 Hara: 31.05.2025 Jarta: 31.05.2025
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