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i Reddy's Laboratories Lid

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykt: Keropon® Jkcmpece (keToposak) TaGieTKH, AMCHeprUpyemble B IOI0CTH pTa, 10 Mr

Market / Poinox

‘Russia / Poccus

Batch No/ ] Batch Quantity / 3600000 tab /

Cepus Ne £ V2500303 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002817026 Date of Analysis / . 96.03.2025

AnajuTwyeckuii oTyer Ne Jlara ananusa

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027

Jara npousBoacTsa T'onen go

Mfg. License No. / . .

IpouspoicTBEHHAS : MNB/05/263 D8 nuiber: / ; JHI-N=(004669)-(PT-
Homep PY RU)

Juuenzusi Ne

Analysis performed according ND: / Ananus npoeegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Pagel1of 9/ Crp. 1 n39

IMToarorosieHo: Rama Kant

i.:) Test / ITokazaTens Results / PeyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "[" debossed on one side. / Kpyrisle
side. / Kpyrnsie rockue rockue Tabnetku ¢ ¢ackoif, cBemo-
Tabnerky ¢ Gackoif, CBETIO- JKENTOro IBeTa ¢ TPaBUpPOBKOH «i» RHa
JKEJITOTO LBETA C TPAaBHPOBKOH OJIHOU CTOpDOHE.
«l» Ha OIHOM CTOPOHE.
2 Identification / UnenTudpnxanus
Ketorolac / Kemoponax Complies / CoOTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-cnekTpsl NOTNOLIEHUA
HCIIBITYEMOTO pPacTBopa M pacTBopa
cTaHgapTHoro  ofpasua  KeTOpPOJIaKa
TpOMeTaMHHa JIOJKHBI HUMETb
MaKCUMYMbI TIPU OJHOI U TOH ke JIuHe
BOJIHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [poaykT cooTBeTcTBYET TpeboraHusImM HJL 3aknoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoantens

J/// Amit Kumar [\//l/

Reprint Date /

Jara: 21.03.2025

Reprint Date / Reprint Date /
Hara: 21.03.2025 Jara: 21.03.2025

Registered Office: 8-2

337, Read No. 3, Banjara Hills, Hyderabad - 500034, Tatangana, ndia

Tol: 491 40 1900 2200, Fax: +21 40 4600 2999, Email: mail@drreddys.com

CIN: L85195AP1$54PLCO0S507
s drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Kho!l, Malagarh Road, Baddi,
Distt. Solan, H.P.. 173 205, DA,

CEPTUPHUKAT AHAJIU3A

RS e Sl o St e Rl SRV AuS A

Wi drieddys.com

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

Ipoaykr: Keropon® Jkenpece (keToposak) Ta6/1eTKH, AHCIePrUpyeMble B M010CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne - V2500303 O6bem cepuu " 3600000 Tab

Analytical Repourt No/ . 040002817026 Date of Analysis / . 26.03.2025

Ananarudeckuii otyer Ne JlaTa anaaunsa

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2027
 JlaTa npou3BoAcTBA I'onen 1o

Mfg. License No. / . .

IIpousBoacTBeHHAN : MNB/05/263 MA number: / : JIL1-Ne(004669)-(PT-

Homep PY RU)
JHIeH3us Ne

Analysis performed according ND:

/ Ananns nposenex mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Crp.2 m39

No

Test / [Toka3zaTenn
Neo

Results / Pe3yabTaThl

Specification / Hopma

Complies / CooTBEeTCTBYET

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). / Bpemst ynep>xuBaHus
OCHOBHOTO IIMKa Ha XpoMarorpamme
HCOBITYEMOTO pacteopa JOJDKHO
COOTBETCTBOBATH BPEMEHH yNePKUBaHUA
OCHOBHOr0 IIMKa Ha XpoMaTrorpamme
pactBopa CTaHJapPTHOTO obpa3iia
KeTopojiaka  TpoMeTamMuHa  (pasjen
«KonuuecTBEHHOE OTIpEIeNIEHHE).

Remarks : The Product conforms to

ITpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBannsm HJL

ND/

Conclusion : APPROVED /
Jakmoyenne: OJObPEHO

Prepared by /
IToarorosneno: Rama Kant

ol

Checked by /
IIporepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoauresns

(3[”% Amit Kumar

L
N

Reprint Date /
Hara: 21.03.2025

Reprint Date /
Jara: 21.03.2025

Reprint Date /
Hara: 21.03.2025

¥

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Or. Beddy's Laboratories Lid,

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Dxcnpece (keToposak) Tab/eTKH, IHCIEPrEpyeMbie B M0JI0CTH PTa, 10 mr

Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne § V2500303 O6bem cepun " 3600000 tab
Analytical Repo:'t No/ - 040002817026 Date of Analysis / . 26.03.2025
AdaguTHyecKHii oTueT No Jara ananuza
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027
Jarta npon3soacTea TI'onen oo
Mig. License No. / , MA number: / . JITI-Ne(004669)~(PT-
IIpousBoacreeHHAs : MNB/05/263 :

Howmep PY RU)
auneH3us Ne

Analysis performed according ND: / Anaaus nposegen mo HJL: JITI-Ne(004669)~(PT-RU)-190224

Page30f9/Crp.3 u39

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-6yTUNTHAPOKCHAHU30T1a
3-6yTHITHAPOKCHAHH30Ja

«Copepxanue
Oy THIATMAPOKCHAHH30Ta»).

i.:) Test / Iloka3zaTesib Results / Pe3ynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudporcuaruzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-

3
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
YAEPKUBaHUS MHKOB
2-0yTMITHIPOKCHaHU30/1a u
3-6yTUNTHAPOKCHAHU30/1a Ha

XPOMaTOrpaMMe MCTBITYEMOID PAcTRODA
JOJKHBI  COOTBETCTBOBaTb ~ BpeMEHAM
yIepKHUBaHUs MHKOB

H
Ha

XpoMaTorpaMMe pacTBOpa CTaHJAPTHOTO
obpasia 6yTUNruApoKcHaHu3ona (pasaen

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykt cootsercTByeT TpeboBannam HJY

Conclusion : APPROVED /
Sukuwuenne: OJJOBPEHO

Prepared by /

TlonrorosneHo: Rama Kant

b

Checked by /
Ipoeepeno: Pardeep Kumar

WOR N

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauresnb

Amit Kumar |

Reprint Date /

Jara: 21.03.2025

Reprint Date /
Jlarta: 21.03.2025

Reprint Date / .

Hara: 21.03.2025

Registered Offica: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indlia
Tel: 401 40 1800 2900, Fav: +31 40 4200 2999, Email: mait@drroddys.com
CIN: L85195AP1984PLCO04507

wwnw.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Recidy's Laboratories Ltd.
Formulation Unit-6
Vil Khol, Malagarh Road, Baddi,

Disti. s01an, r

CEPTUOPUKAT AHAJIM3A

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

Hpoaykt: Keropoa® Dxenpece (keTopoJiak) TabaeTk, JHCIEprHpYyeMble B MOJI0CTH pTa, 10 mr -

Market / PoiHok :Russia / Poccus

Batch No / - V2500303 Batch Quantity / 3600000 tab /

Cepus Ne ) O6BeM cepuu " 3600000 Tab

Analytical Rep0ft No/ . 040002817026 Date of Analysis / . 26.03.2025

Ananurndyeckuii oryet Ne JlaTa aHajan3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027

Jara npon3BoACTBA Toxen no B

Mfg. License No./ .

IIpousBoacTBeHHAS : MNB/05/263 RACSAmm BN : fe As(UCABO0I ST
Homep PY RU)

auneHzus Ne

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

Page 4 of 9/ Crp.- 4 u39

§.00 Test / Iloka3aTenb Results / PesyabTaTs! Specification / Hopma
3 Average weight / Cpennsis 69.8 mg / 69.8 mMr 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 %;
OAHOPOIHOCTH MACChI 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He ©Oonee =+ 10 %;
2/20 Tabnetok — He 6onee £ 20 %.
4 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min. / He 6ojee 3 muH.
Pacnagaemoctnb
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 107 % Not less than 75% (Q)
. Ci1sH13NO3+C4H;(NO3 (ketorolac
Unit-2 / Ta6n-2 102 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 102% | 75% Q Ci1sH13NO3*CsH11NOs
. (xeToponaka TpOMETaMUH) Yepe3 15 MuH.
Unit-4 / Tabn-4 104 %
Unit-5 / Ta6x-5 104 %
Unit-6 / Taba-6 106 %

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoyKT COOTBETCTBYET TpebosaHusaM HJ[

Conclusion : APPROVED /
Zaxmodenune: OJJOBPEHO

Prepared by /
IToarorosneHo: Ra@j Kant

e

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Amit Kumar

Reprint Date /
Jara: 21.03.2025

Reprint Date /
Jlarta: 21.03.2025

L
,'/\/ —
Reprint Date / ¥
Jara: 21.03.2025

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +81 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dir. Reddy's Laboratories Ltd.
Formulation Unit-6
-arh Road, Baddi,

Vili. whol, Malaga
Distt. Sola 175 705, HMDIA

CERTIFICATE OF ANALYSIS i -

CEPTUDOUKAT AHAJIM3A

P [P DS L0G Do UE

wiww.arieddys,col

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropoa® Jxcnpecc (KeToposak) Tab/IeTKH, AncHeprupyemsie B Ho10cTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne Vet O6bem cepun " 3600000 Tab

Analytical Repo‘}‘t No/ - 040002817026 Date of Analysis / . 26.03.2025

AHaTUTHYECKHI oTueT N2 JlaTa aHaJan3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JaTa npon3BoacTBa Foaen xo -

Mfg. License No. / ] .

IIpoussoacTBenHAs : MNB/05/263 DASHUmBET g S NE(00S500) (B
Homep PY RU)

Junen3us Ne

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

Page S5of 9/ Cip. Su3 9

No

No Test / ITokxazaTenb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocThb 710 um sieve is formed. / O6pazyetcs
ONHOpOIHAs CYCNIEH3WsA, IPOXOIAIas
CKBO3b CHTO C pa3MepoOM OTBEpCTHil
710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruppokcuaHanor

/ Hixe nipenena

Below LOQ (LOQ = 0.0032 %)

KOJTUYECTBEHHOI'O ONPEACIIEHNAA

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

Copnep:xaHue BOAbI

KETOpoNaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %,;
1-KeToaHAJIOT KeTOopoJiaKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
eIUHHY Hast )
HEMISHTU(PUIUPOBAHHAS
NpHMeCh
total impurities / 0.1% not more than 1.0 %. / e 6oxnee 1,0 %.
CyMMa npuMecei

8 Water content / 21 % Not more than 7.0 %. /

He 6oxnee 7,0 %.

Remarks : The Product conforms to ND/
Ilpumedanue: TIpoaykTt cooTBeTcTBYET Tpebosanusam HJJ

Conclusion : APPROVED /
Bakmouenne: ONOFPEHO

Prepared by /
Iloxnrorosineno: Rama Kant

i

Checked by /
ITposepeHo: Pardeep Kumar

=L —

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PyxoBoauTens
Amit Kumar b
N
v

Reprint Date / i
Hara: 21.03.2025

Reprint Date /
Jara: 21.03.2025

Reprint Date /
Jara: 21.03.2025

Registered Office: 8-2-3

37, Road iMe. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 1800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘;‘

O Redidy's Laboratories Ltd

A

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3IA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ Ipoaykr: Keropon® Dkcnpece (keToposak) TaGieTkn, AMCHeprupyeMble B M0J0¢TH pra, 10 mr

Market / PpiHOK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab/
Cepns Ne # V2500303 O0bem cepuH " 3600000 Tab
Analytical Repovrt No/ - 040002817026 Date of Analysis / . 26.03.2025
AHaauTHYeCKHI oTueT Ne JlaTa ananu3za
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

| /laTa npoH3BOACTBA T'ogeH g0
Mfg. License No. / ] .
Ilpou3BoAcTBEHHAN : MNB/05/263 DI\ nBERE ¢ L (Ll o Uiy

Homep PY RU)

aunen3na Ne

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

Page 6 of 9/ Cip. 6 n3 9

NNOO Test / Iloka3zaTesb Results / Pe3yibTaThbl Specification / Hopma

9 Residual solvents / OcTaTouHble OpraHn4ecK1e pacTBOPUTENH
Isopropyl alcohol / 5 pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 5 MKkr B TabieTke He 6onee 350 Mxr B TabneTke.

10 Microbiological purity*/ Mukpoouosiornueckas HucToTa*

Total Aerobic Microbial not more than 10* CFU/g; /

Count / ob11iee YHCTO NA He 6onee 10 KOE/r;

a3pOOHBIX MUKPO-

OPraHH3MOB

Total Combined Yeast and not more than 10*> CFU/g; /

mold count / ob11ee YucIo NA He Gonee 102 KOE/T;

APOXKERKIX M TIIECHERKIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T.

11 Uniformity of dosage units / 4.0 Acceptance value (4V) not more than
OnHoOpoOaHOCTB 15.0 Tloxka3zarens npuemieMocT (AV)
JN03UPOBAHHBIX €AHHHL] nomxeH ObITh He 6omee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanne: ITpoaykr cooTBCTCTBYCT TpcboBaHHAM 1] Zaxmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Rama Kant IMpoeepeno: Pardeep Kumar | Ono6pero: Menemkep / Pykosoaurersb
¢ Amit Kumar
LLL/— L
1 ‘ (‘_“*1__——-" /\, _—

Reprint Date / Reprint Date / Reprint Date / v
Hara: 21.03.2025 Hara: 21.03.2025 Hara: 21.03.2025

Registered Office: 3-2-337, Read No. 3, Banjarn Hills, Hyderabad - 500034, felangana, India
Tol: 491 40 4G00 2900, Fax: +91 40 1200 2999, Email: mail@drreddys com
CIN: L85195AP1934PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS '

Dr. Reddv's Laboratories Lic
Formuiation Unit-6
Vili, Khol, Nalagarh Road, Baddi,

(¢, Solan, H.P,, 173 205, INDIA

CEPTUOUKAT AHAJIM3A

16t

grieddys corm

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

Ipoavir: Keropoa® Ixcnpece (keroposak) TabjJeTkn, JncneprapyeMble B MoJ0CTH pra, 10 mr
/ p p p prup)

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne : V2500303 O0beMm cepun " 3600000 Tab

Analytical Repovrt No/ . 040002817026 Date of Analysis / . 26.03.2025

Axanuruyecknii oTyer Ne JlaTa aHaJIH3A

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTra npou3BOACTBA T"ogen no

Mfg. License No. / . o

IlpousBoacTBeHHAs : MNB/05/263 grnumber : SRLNE(OU 20O S
Howmep PY RU)

JHIeH3Hs No

| Analysis performed according ND: / Anaaus nposenen mo HJL: JIII-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp. 7u3 9

desiccant/HDPFE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 TabneTox B
onuctepe uz (ITA/AJVIID ¢
pnaromnornoturenem/[19BIT)
donsru // (I13/AJ1) pomsru. Ilo
2 fnucTepa BMECTE C JIUCTKOM-
BKJIAIBIIIIEM B nayKy
KapTOHHYIO.

i.:) Test / [TokasaTesb Results / PesyabTaThi Specification / Hopma
12 Assay / KosiuuecTBeHHOE 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
onpejaejieHHe (99.7 %) C15H13NO3°C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr g0
11,0 MI C|5H13NO3°C4H1 [NO}
(keToponaka TpoMetaMuH) (o1 90,0 10
110,0 % oT 3asBJIEHHOTO KOJIUYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0962 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxaune 0.0962 mr B TabneTke He menee 0,042 Mr B TabneTke.
Oy THJITMAPOKCHAHN30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne ymakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 tabneTok B
onucrepe u3 (ITA/AJUTID c
srnaronornoturenem/IIDBIT) doneru //
(TID/AJT) doneru. [To 1 unm 2 Gancrepa
BMECTE C JINCTKOM-BKJIQJbIILIEM B HavKy
KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Puvity is performed for one batch in
every 20 batches or one batch per year whichever is more.

Remarks : The Product conforms to ND/
[pumeuanne: [poaykt coorBeTcTRyeT TpeboBanusam HJI

Conclusion : APPROVED /
3axkmoyenne: OJIOBPEHO

Prepared by /

IMTonrorosneno: Rama Kant

Bl

Checked by /
[poeepeHo: Pardeep Kumar

& =

S

Approved by: Manager/Executive /
OpobpeHo: Menemxep / Pykosonurens
Amit Kumar A
N~
v

Reprint Date /
Hara: 21.03.2025

Reprint Date /
Jlara: 21.03.2025

Reprint Date /
Hara: 21.03.2025

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

Tel: +91 40 4500 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCO0A507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

®e
! °® Formulaticii Unit-6
Dr. Reddy s ". Vili. Khol, Malagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.p, 173 205, INDIA
71 G516 560001

CEPTH®UKAT AHAJIM3A '

arredd

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Jkenpecc (keroposak) Tabaerku, Ancneprupyemsie 8 nojgocrn pra, 10 mr N
Market / PuiHOK :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne y iETl O6bem ceprH " 3600000 Tab
Analytical Repo“rt No/ . 040002817026 Date of Analysis / . 26.03.2025
AHajguTuyecKHi oTueT Ne JlaTa anajausza

Date of Manufacture / . 02/2025 Date of Expiry/ . 01/2027

Jdara npon3BoacTBa I'onen xo B

Mfg. License No. / ] .
IIpousBoacTBeHHAA : MNB/05/263 MA number: / § JIII-Ne(004669)-(PT-

Homep PY RU)
JHIeH3us Ne
Analysis performed according ND: / Ananu3 nposeaes mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 8 u3 9

= Hpﬂ BBINYCKE JICKAPCTBEHHOI'0 Npenapara KOHTPOJIb Ka4eCcTBa N0 MOKa3aTe/Ir ((MHKpOﬁHOJlOI"H‘-ICCKaﬂ
YUCTOTA» MPOBOAUTCH A Kaxaoit 20-oii cepun, Win aJist OfHoOIt CEpHH B roj, B 3aBUCHMOCTH OT TOrO, YTO

HACTYNMUT paHbllIe.

API name / Hanmenopanune ADC: Ketorolac tromethamine / KeToponaka TpoMeTaMHH
INN/MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABRLI007886

Homep cepun npoussoaurens APC:

FP Manufacturer API Batch number /

Homep cepuu cydcTaHIHH NPOH3BOAMTEIA FERAOQ0521

I'Jio:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoaurtens APC, cTpaHa: I-p Peanu'c Jlaboparopuc Jita., Uuoua

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manuflacturing site / Couliul site / Release Nalagarh Road, Daddi, Distt. Solan (II') 173205, India (licecnac No
site / MNB/05/263) /

HaumeHoBaHHe, aapec, JHOCH3HS JJIA I-p Pennu’c Jlaboparopuc Jlta., Unaus, Ilpoussoacreennoe
IpoussoacreeHHas miaomanka / Ilnomanka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bapau, J{uctpukr
KOHTPoJA KayecTBa / [Lnomaaka BeIyCKa Comnan, X.I1., 173205, Uunus (nunensus Homep 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 (No. GMP/EAEU/RU/00554-2022 dt.

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

Ipumeuanwe: ITpoaykT cooTBeTCTBYET TpeOoBaHmsIM H]J| 3axmouenne: OJOBPEHO

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

IMoaroroeneno: Rama Kant ITpoeepeno: Pardeep Kumar | Onmobpeno: Menemxkep / Pykosoauresns
W p Amit Kumar A

Reprint Date / ' Reprint Date / Reprint Date / !

Hara: 21.03.2025 Jara: 21.03.2025 Mara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Baijara Hills, Hyderabad - 500034, Telangana, India
i Tol: +91 40 4900 2900, Fax; +91 40 24900 2999, Email: mail@drreddys.com
CIN: L85195AP 1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd

@e
’ e Formulation Unit-6
Dr' Reddy S ‘-. vill. Khol, Malagarh Road, Baddi,

Diste. Solan, H.7., 173 205, INDIA

= R i e ata R I o %}
[ = U G R WA R S SRS S

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A .
www.drireddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpece (keroposiak) TabreTKn, AHCHeprupyemMsle B HoJaocTu pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne g VLD O61beM cepun " 3600000 Tab N
Analytical Repovrt No/ - 040002817026 Date of Analysis / . 26.03.2025
AHanuTuyecKui oTuer Ne JaTta ananu3za

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027

Hata npou3BoacTBa I'open no

Mfg. License No. / ] .
Ilpon3BoacTBeHHAsS - MNB/05/263 o .. JI-Ne(004669)~(PX -

Homep PY RU)
JHnen3ua Ne
Analysis performed according ND: / Anann3 npoeeaen mo HJI: JITI-Ne(004669)-(PI-RU)-190224

Page 9 of 9/ Ctp. 9 u3 9
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».

3akaouenne 0 cooTBeTcTBHH: «HacToAIMM s MOATBEPXKIAl0, YTO IPHUBEACHHAS BhIIE HHYOPMALM ABISETCA
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKUHH NMpOU3BeAeHa (BKIOYAsS YHaKOBKY (MApPKHPOBKY) M KOHTpPOJb
KayecTBa) Ha BBIIIEYKA3aHHOW MPOM3BOACTBEHHOH IUTOLIafgKe (IUIOLIaJKax) B IIOJHOM COOTBETCTBHH C
TpeboBanusMu IIpaBui Hamiexamiedl TPOM3BOACTBEHHOM NpakTUKU EBpasuickoro 3k0HOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centss6pst 2022) u TpeOGOBaHUSIMH KOHTPOJLI KaYECTBA JIEKAPCTBEHHBIX CPE/ICTB,
a TaKkXKe B COOTBETCTBHM CO CIEUUPUKALUAMY, COAEPKAUUMHCI B PETUCTPAIMOHHOM J0CEE CTPaHBI-UMITOPTEpPA.
3anKcH 110 IPOM3BOCTBY, YIIAKOBKE M aHAIU3Y [IPOBEPEHBI, X YCTaHOBIEHO HX COOTBETCTBHE TpeboBanusaM [Ipapun
HaJUIeXxarei mpou3BoICTBEHHOH NpakTHKH EBpa3uiCKOro 3KOHOMHYECKOIO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanuc: IIpoaykr cootsercTBYeT TpeboBanusam HJI 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama Kant Iposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoautens
%‘) ) i J Amit Kumar L
J{ k‘“/ S—— /\/ —
Reprint Date / Reprint Date / Reprint Date / \
Hara: 21.03.2025 Jlara: 21.03.2025 Hara: 21.03.2025

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
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