Dr.Reddy’s ":’

Dr. Reddy’s Labbratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOUKAT AHAJTU3A Tel : +91 98166 56001-02

LAFyEFEAS f'l.-'s'f-'{i";"" COL

Wi(etorul Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropon® Drenpece (keroponak) Tabnerks, AHCNeprupyembie B mo10cTH pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepusn Ne N OGbem cepun " 3600000 Tab
aualytical Report No/ - 040002899979 Date of Amalysis/ 5, g4 2075
AHaauTH=IECKHI 0TYeT No Jiata aHAIH32

WG YT Y  04/2025 e G iy . 03/2027
JlaTa npoH3BOACTBA Topen fio

Mfg. License No. /

IlpousBoxcTBEHHAS : MNB/05/263 MA number: / ; JIIE-Ne(004663)-(PT -
] Homep PY RU)
JHuenzug Ne

Analysis performed according ND:

/ Ananus nposenen mo HII: JITI-Ne(004669)-(PI'-RU)-190224

Page1 of9/Crp. 1139

No

N Test / Iloka3aTeb

Results / PesyanraTst

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tahlets with “|" dehnssed on one
side, / Kpyruible niockne
TabneTky ¢ dackoii, cBeTnO-
JKENTOro IIBETa C rPaBUPOBKOM
«l» Ha oiHO# CcTOpOHE.

Light yellow round flat beveled tablets
with *|" dehassed on one side. / Kpyrine
IUIOCKHE Tabnerkn ¢ ¢hackoil, cBETNO-
MENTOTO 1BeTa C I'DaBHPOBKOM «I» Ha
OJHOH CTOpOHE.

2 Identification / UnenTudukauns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-ceKTpEl NOrNOMIEHAS
HCMLITYEMOrO DacTBOpa M pacTBopa
craHgapTHOro obpasna  KeToponaka
TpOMCTaMMH2 JIOJKHEL HMETh
MaKCHMYyMBI TIpH OJHON M TOM Ke ANuHe
BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeyanue: IIponykt cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axouenne: OJJOBPEHO

Prepared by /
IMoprorosneno: Ramakant

Bk

Checked by /
IIporepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /
Onobpero: Menexep / {Iiyxosonm
Amit Kumar /\/,

=

Reprint Date / !
Hara: 24.04.2025

Reprint Date /
Hara: 24.04.2025

Reprint Date /
Jata: 24.04.2025

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: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":"

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6
vill, Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P. 173 205, iNDIA
CEPTHOHMKAT AHAJTA3A

Tel ; +93 95166 56001-02

e drredaus rorr
i ’

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TTpoaykr: Keropon® dxcnpece (ketoposak) Tabaerks, AucIeprupyemMbie B M0J0cTH pra, 10 mr

| Market / Poinok :Russia / Poccus
Batch No / . V2500711 Batch Quantity / 3600000 tab /
Cepus Ne - Obbem cepin * 3600000 Tab
Analytical Report No / ] Date of Analysis/ ]
AHanuTHUECKHA oTIeT No v 050902892972 JlaTa aHanu3a 124.04.2025
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npou3soacTBa T'omaex no
Mfg. License No. /
IIpousBoacTBEHHAN : MNB/05/263 IB;IA nur;;er. J 3 .IJ;II}-.N‘_‘:(004669) R
JIHIeH3nA Ne omep )

Analysis performed according ND: / Anaans nposeaen no HJL: JITI-N2(004669)-(PT-RU)-190224

Page2 of 9/ Cip. 2 m3 9

No
Ne

Test / MokazaTeas

Results / PesysibTaTh!

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). / Bpema ynepxuBaHHS
OCHOBHOro IHKa Ha XpOMaTorpaMme
HCTILITYEMOTO pactBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YAepKHBadHs
OCHOBHOTO MMka Ha XpoMmaTorpaMme
pacTBopa CTaHJapTHOTO obpazua
KeToposiaka  TpOMeTaMHHa  (pasfien
«KonuuecTBeHHOE OTpeeneHUe).

Remarks : The Product conforms to ND/
ITpumeuanue: Ilponykt coorsercTByeT Tpebobatmam H

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /

Iogrorosnexo; Ramakant

Checked by /

[Mpoeepeno: Pardeep Kumar

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

. Amit Kumar L
‘ / QQL"." ' ,_/\ —_—
Reprint Date / Reprint Date / Reprint Date / :
Hata: 24.04.2025 Hara: 24.04.2025 Hara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, lndia
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LBS195AP1984PLCNO4507

www.drreddys.com

r




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, [NDIA

CEPTH®HKAT AHAJIHA3A

Tel : +91 95166 5600102

PRIV R Tt NS O

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

B noJocTH pra, 10 mr

Hponyxr: _I(c-ropn_ﬂ“’ Jrcnpece (KETOPOAAK) TAGIETKH, NHCHEPIHPYEMBIC

Market / Peinox :Russia / Poccust
Batch No / - V2500711 Batch Quantity / 3600000 tab /
Cepus Ne : O6Bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002899979 Date of Analysis / . 24.04.2025
AHaguTHYeCKHH oTHeT No JaTa ananusa
Date of Manufacture / . 04/2025 . Date of Expiry / - 03/2027
Jiara npomsgoacTBa Tonen 1o
Mfg. License No. /
) MA number: /  JITI-Ne(004669)-(PI'-
II ;
poH3BOACTBEHHASA MNB/05/263 Homep PY RU)

Jnnenzna Ne

Analysis performed according ND: / Auasnus nposenen no HJT: JITI-Ne(004669)-(PT-RU)-190224

—

Page3 of 9/Cyp.3 m3 9
1;.? Test / IlokasaTesns Results / PesyibTaTnl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times  of  2-
Bymunzudpoxcuanuzon butylhydroxyanisole - and 3-
Lutyliydroxyamsole  pcaks 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
YIepXUBaHUA TIHKOB
2-6yTHIrHAPOKCHAHU3ONA “
3-6y THATHAPOKCHAHH301A Ha
XpOMaTorpaMMe MCHBITYEMONO pacTBopa
JOMKHbl COOTBETCTBOBATH BPEMEHaM
yAepXUBaHUA [THKOB
2-6yTUNruIpOKCUAHN30J1a U
3-6yTWIrHAPOKCHaHHU301a Ha
XpOMaTorpaMMe pacTBOpa CTaHNapTHOTO
oOpasia 6yTRAruApoKcHanusona (pasuen
«Copepxanue
OyTHICHIPOKCHAHA30N1aR),
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanue: [Ipoaykr coorseTcTBYeT Tpebosanmsam HII 3akmouennc: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnedo: Ramakant TTpoeepeno: Pardeep Kumar | OnoGpero: Menemxkep / Pykooguresns
@?L‘Lr 2 Amit Kumar K A
o ol B
Reprint Date / 1 Reprint Date / Reprint Date / '
Hata: 24.04.2025 Hara: 24.04.2025 Hara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 A900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJTMA3A

Tel : +91 981€4 56001-02

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

winsnardrepdnve o

[ Ipoxyxr: Keropon® Dxcmpece (keToposak) Tab1eTKy, AHCHEPTHPYeMbIe B HOJI0CTH pTa, 10 Mr .
Market / Pbinox :Russia / Poccust
Batch No / - V2500711 Batch Quantity / 3600000 tab /
Cepusn Ne ' O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002899979 Date of Analysis / . 24.04.2025
AHannuTHyecknii oTyer Ne JlaTa anaansa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jdara npow3BoACTBA I'onen 10
Mfg. License No. /
IIpousBogcTBenHAR : MNB/05/263 o number. J : e
Homep PY RU)
JiHNneH3nA Ne
Analysis performed according ND: / Anasnns nposeaen no HT: JII-Ne(004669)-(PT-RU)-190224

Page4of 9/Crp. 439

OaMopoaHOCTH Maccehb!

‘}2 Test / lokazaTenn Results / Pe3ynbTaTst Specification / Hopma
3 Average weight / Cpeansas 70.6 mg / 70.6 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 Mr o 72,8 Mt (70,0 mr L 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oonee £ 10 %;
2/20 Tabnerok — ne Gonee = 20 %.

4 Disintegration time /
PacrapaeMocThb

00 min 14 sec / 00 mun 14 cex

Not more than 3 min. / He Gonee 3 mMHuH.

5 Dissolution / PacTBopenue

Unit-1/ Ta6n-1

Unit-2 / Ta6r-2 99 %

100 % Not less than 75% (Q) of

C5H);3NO;3-C4H 1 NO4 (ketorolac
tromethamine) in 15 min. / He wmenee

Unit-3 / Ta61-3 100% | 75% Q CisH13NO3*C4H11NO:

Ry i 02 (xeToponaka TpomMeTaMHH) Yepe3 15 MuH.
ni a6 (3

Unit-5 / Tabn-5 101 %

Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
ITpumeuanne: [IpomyxT coorBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3axmouennc: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorornexo: Ramakant Tposepeno: Pardeep Kumar | Onobpexo: Menemkep / Pykosonutens
P Amit Kumar &
= N [N
Reprint Date / | Reprint Date / Reprint Date / !
Hara: 24.04.2025 Jara: 24.04.2025 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, Emalk: mail@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJTA3A

l(.'l . G0 JO].CI) 55001-02

selerason Qm

Product

Ketorol Express (ketorolac) Orally Disintegra'ting Tablets 10 mg

Market / I’MHOK :Russia / Poccus

Batch No / - V2500711 Batch Quantity / . 3600000 tab /

Cepnn Ne O6Bem cepun 3600000 Ta6

Analytical Repoft No/ . 040002899979 Date of Analysis / © 24.04.2025

AHanurudeckui oruer Ne Jara anaansa

Date of M anufacture / . 04/2025 Date of Expiry / . 03/2027

Jata npod3poIcrBa Togeu o

Mfg. License No. / . .

IIpousBoaCTBeHRAs : MNB/05/263 WL T g : U (LA IR
Homep PY RU)

aunenzus Ne

Analysis performed according ND: / Aranus nposeaen mo HI: JIT-No(004669)-(PT-RU)-190224

PageSof9/Crp.Snz9

No

N Test / IlokaszaTenn

Results / PesynbTaThl

Specification / Hopma

6 Particle size distribution /
JAucnepeHucrs

Complies / CooTBeTCTBYET

7 Impurities / Ilpumecis

A uniform suspension passing through a
710 pun sieve is formed. / Obpazyerca

OMHOPOAHAA CYCNEeH3usd, DpOXOAsulast
CKBO3b CHTO C pPa3MEpOM OTBEDCTHIA
710 MKM.

-

1-hydroxy analog of
ketorolac: /
l-ruapoxcuananor

Below LOQ (LOQ = 0.0032 %)
{ Hike npenena
KOJHYECTBEHHOTO OTIPEAENeHAS

pot more than 0.5 %; / e Gonee 0,5 %,;

Cogepicanue BoaLI

KeToponaka (TTKO = 0.0032%)
1-keto analog of ketorolac / 0.04% not more than 0.8 %, / ne 6onee 0,8 %;
1-keToananor KeToponaka
unidentified impurity / 0.01% not more than 0.5 %; / He 6onee 0,5 %;
eqUHAYHast '
HepleaTU MLUpOBaHHAS
npumech
tofal impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa rpumeceit

8 Water content / 25% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/

Ipumeyanye: IIponykT cooTreTcTBYET TpeboBanMam HJI i

Conclusion : APPROVED /
3akmouenue: OXIOBPEHO

Prepared by /
Iloarotroeneno: Ramakant

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pyxouonm‘em:

| Amit Kumar
Ak o pe
Reprint Date / ' Reprint Date / i Reprint Date / '
Jara: 24.04.2025 JHara: 24.04.2025 JHara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Indiz
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www. drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : 491 98165 56001-02

srasdresausLom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Mpoayxr: Keropon® Sxenpecc (keroponak) Tabaerks, AHCHEPTHpyeMbie B HOJ0CTH pra, 10 Mr

Market / Phinox :Russia / Poccna

Batch No / . V2500711 Batch Quantity / . 3600000 tab /

Cepna Ne ’ O6Bem cepus " 3600000 Tab

Analytical Repourt No/ . 040002899979 Date of Analysis / . 24.04.2025

AHaauTHYCCKHIl oTyeT Ne Hara ananm3a -

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

Jara npou3BoacTBa T'open xo

Mfg. License No. / L o

ITpon3BoACTBEHHAN : MNB/05/263 MA number: / : JITI-Ne(004668)-(P1 -
Homep PY RU)

aunensus Ne

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

Page 6 of 9/ Crp. 63 9

I}f Test / TlokazaTens Results / PesynbTaTht Specification / Hopma
9 Residual solvents / OcTaToyHbie Oprann4ecKue pacTBOPHTEIH
Isopropyl alcohol / 8 ng/tab / Not more than 350 pg/tab. /
N3onponason 8 MKT B Tabnerke He Gonee 350 MKr B TabneTke,
10 Microbiological purity*/ Muxpobuonornyeckan 4HcToTa® .
Total Aerobic Microbial not more than 10? CFU/g; /
Count / o61ee yncno NA He 6onee 10° KOE/r;
a3poOHbIX MUKPO-
OpraH{3MoB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o6ee uncno N A He 6onee 102 KOE/r;
IpO3OKEBBIX H MNECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T,
11 Uniformity of dosage units / 8.1 Acceptance value (4¥) not more than
OAHOpPOIHOCTD 15.0 TlokazaTens MpUeMneMocTH (AV)
JXO3HPOBAHHBIX eQHHHLL noJkeH 65Tk He 6onee 15,0.

Remarks : The Product conforms to ND/
Tpumevanne: [TpoaykT cooteercrayet Tpebosannam HII

Conclusion : APPROVED/
Sawmouenne: OJJOBPEHO

Prepared by /
TloaroroeneHo: Ramakant

i

Checked by /
IIpoepeno: Pardeep Kumar

<[

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonurens
Amit Kumar {\,‘/L

Reprint Date /
Iara: 24.04.2025

Reprint Date /
Hara: 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: L85195AF1584PLCODA507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJIM3A

Tel : +91 98166 56001-02

s pleraidve roro
¥

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: l(_eT_opo.n® Ixcnpecc (keToposak) TabJerikKi, IHCNeprapyemsbie B MOJ0CTH pTa, 10 mr =

Junensna Ne

Market / PoinoK :Russia / Poccust
Batch No / V2500711 Batch Quantity / 3600000 tab /
Cepus Ne i Obnem cepun " 3600000 Ta6
Anmnalytical Repcf‘t No/ - 040002899979 Date of Analysis/ . 24.04.2025
Apanurageckuii orier Ne Jara anagn3sa
Date of M anufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npoH3BoACTBA open o |
Mfg. License No. /

s MA number: / . JITI-Ne(004669)-(PT-
IpousBoacTBEHHAR : MNB/05/263 Howmep PY ' RU)

I
H: JII-Ne(004669)-(PT-RU)-1 90224

Analysis performed according ND: / Ananua mpoBejex no

Page 70f9/Crp. 7n3 9

No
No

Test / NokasaTens

Results / Pe3yabraThl

Specification / Hopma

onpeaeieHHe

12 | Assay/ KoanuecTBenuoe

9.9 mg /9.9 mMr
(99.5 %)

From 90mg to 11.0mg of
C15H13NO3C4H |/ NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Or 9,0 mMr oo
11,0 Mr C1sH13NO3C4H 1 1NO3
{xeToponaka Tpomeramun) {or 90,0 mo
110,0 % oT 3afBIEHHOFO KOJN4YECTBA) B
Tabnerxe.

content /

13 Butylhydroxyanisole
Coaepxanue
OYTHIrHAPOKCHARH30/Ia

0.0968 mg/tab /
0.0968 mr B TabneTxe

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

14 | Package description /
Onucanne ynakoBKu

10 tablets in a blister of
(PA/AL/PE with
desiccant/IIDPE) foil // (PE/AL)
fail. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
6aucrepe w3 (IA/AJITID ¢
pnaronorioTuTeneM/TISBIT)

donsru // (II3/AJT) donery. Ilo
2 GincTepa 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. / llo 10 Tabnetok B
6nucrepe n3 (TTA/ATIIID c
praronoryiotutenem/TIOBIT)  domern //
(T13/AJT) ¢onwru. Ilo 1 wim 2 Gmnctepa
BMECTEC C JIMCTKOM-BKJIAIbIIIEM B OAYKY
KapTOHHYIO.

BIJIAAGIIIIEM B nagky

KapTOHHYIO, b
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ipoaykr coorsercTByer Tpebosanuam HJI 3axmiouenane: OJOBPEHO

Prepared by /
[Toxroroeneno: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykopoaurens
Amit Kumar

v
/\\’_ .

Bl
Reprint Date / !

Hara: 24.04.2025

Reprint Date /

Jara: 24.04.2025

Reprint Date /
Hata: 24.04.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail @drreddys.com
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Dr.Reddy’s ‘;"

Dr. Reddv's Laboratories Ltd,

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

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

CEPTHOUKAT AHAJIA3ZA Tel : +91 98166 56001-02

ysiar dicadaec corn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropoa® Jxcnpece (keropoax) TaGaeTkn, ANCHCPIHPYEMbIE B TOJOCTH PT4, 10 mr |

anuensua No

Market / PotHOK :Russia / Poccns
Batch No / . V2500711 Batch Quantity / ; 3600000 tab /
Cepra Ne O6bem cepHH 3600000 Tab
Analytical Report No/ . 040002899979 Date of Analysis / . 24.04.2025
| AnaanTraecknii oryer No Jara anaansa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jata npon3BOACTBA Tonen a0
Mfg, License No. / .
) MA number: / ~ JOI-Ne(004669)-(PT'-
IIponssoxcrBennas : MNB/05/263 Homep PY " RU)

Analysis performed according ND: / Ananus nposenen no H/I: JIT-Ne(004669)-(PT-R1)-190224

Page 8 of 9/ Crp. 8 H3 9

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

* [1pH BbINYCKe JA€KAPCTBEHHOTO NMPENapaTa KOHTPO/IL KA4€CTBa N0 NOKA3ATE/I0 «MukpobuosioruiecKas
SUCTOTA» NPOBOAMTCS AIA Kaxoii 20-0§i cepHH, HAH ANH OTHOH cepuH B rofl, B 3aBHCHMOCTH OT TOr0, 4TO

HACTYIIUT paHbile,

| API name / Haumenonanue A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMiH

INN / MHH:

~ Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun nponssojurens APC:

ABRH009669, ABRH009670

¥P Manufacturer API Batch number /
Homep cepru cyGCTAHIEM NPOHIBOANTENS
TJId:

FESA00030, FESA00031

API Manufactured by & country /
IIpon3popaTens ADC, ctpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennw'c JlaGoparopuc Jita., HHnus

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

ILanmesuBanite, Aper, JIMUEHINA Jas
Ilpon3BoacTBenHan miomazxa / [lnomaxxa
KoHTpoJn xauecTia / Ilnomagka BeITycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
JT-p Demi’ ¢ JTaGoparopue JIta., Minms, [Ipomposernernioe
noapasaeneuve-6, Buwt. Kxoms, Hanarapx Poyn, bagau, inctpukr
Conan, X.I1.; 173205, Unaus (muuensus 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 /

Ipumeuanwe: Ilpoaykr cootreTcTBYeT Tpeboanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: Ramakant Iposepeno: Pardeep Kumar | Onobpero: MeHemwkep / PykosoguTens
Amit Kumar a5
b T s
Reprint Date / \ Reprint Date / Reprint Date / '
Hata: 24.04.2025 Hata: 24.04.2025 Hara: 24.04.2025

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

Tel: +91 40 4900 290

0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.cam




A - Dr. Reddy's Laboratories Ltd.
Y ® Formulation Unit-6
DI’. REddy S '_’ vill. Khol, Nalagarh Road, Baddj,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOUKAT AHAJTH3A  Tel: +91 98166 56001-02

§ossom i pde e gmmp s : :

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

Hpoaykr: Keropon® Jxenpecc (keTopo.1aK) TabieTky, ACHeprHPyembie B 1010CTH Pra, 10 Mr o
Market / Pbinok :Russia / Poccus

Batch No / . V2500711 Batch Quantity / _ 3600000 tab /
Cepusa Ne 4 Obwem cepuit " 3600000 T26 |
Analytical Repog‘t No/ - 040002899979 | Date of Analysis / . 24.04.2025

AHanNuTHYI CCKHH oTIeT No Jata ananusa

Date of M?nufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa npom3BoiACcTBA Tomen go

Mfg. License No. / i o
ITpon3soacTBEHHAS : MNB/05/263 s el e : JIII-Ne(004669)~(PT-

Homep PY RU)
Jannensus Ne
Analysis performed according ND: / Anasin3 npopegen no H)I: JITI-Ne(004669)-(PT-RU)-190224

Page 9of 9/ Crp. 9 m3 9
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».

3akJ/04eHe 0 COOTBETCTBHM: «HACTOAMMM s HONTBEPXJia), 9TO MPHBEACHHAS BBIIIE HH(pOPMAIIMA ABIIACTCA
IOCTORBEPHOM M TOYHOM. DTa CepHsi MPOAYKIMM NMPOM3BEACHA (BKIIOYAs YNaKOBKY (MapKHpOBKY) M KOHTpOJIb
KayecTBa) HA BBINIEYKAa3aHHON MPOM3BOACTBEHHON IUToNIafKe (IUIOIIafKax) B IOJNHOM COOTBETCTBHH C
TpeboBanusamu [IpaBui HajiexKarel MpOM3BOACTBEHHOH MPakTHKH EBpasuiickoro SKOHOMUYECKOrO COro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuts6ps 2022) u TpeOoBaHHSIMH KOHTPOJIA KatieCTBa JICKAPCTBEHHBIX CPEJICTB,
a TaKXe B COOTBETCTBHH CO CrelMpHKAUHIMH, COIEPIKAMMMHUCA B PETHCTPALMOHHOM JOCBE CTPaHbI-UMIOPTEPA.
3aImKCH 110 [IPOM3BO/ICTRY, YIIAKOBKE H AHAH3Y IPOBEPEHEL, U YCTAHOBICHO X COOTBETCTBHE TpeboBar M [Ipasu
HaJuIexanei mpou3BOICTBEHHON MPaKTHKH EBpasHiACKoro SKOHOMAIECKOTO COI03a.

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

Ilpumeuante: IIponykT cooTBeTCcTBYeT Tpebosarmam H/T 3akmouenne: OJJOBPEHO

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

IToarorosneHo: Ramakant Iposepero: Pardeep Kumar | Ono6peno: Menemwxep / Pykopoawreis
e/"a?- IS Amit Kumar g

Reprint Date / ! Reprint Date / . Reprint Date/ ¢

Hara: 24,04.2025 Hata: 24.04.2025 Iara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O0D4507
www.drreddys.com




