Dr.Reddy’s ":'

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

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

CERTIFICATE OF ANALYSIS . 491 98166 5600107
CEPTHOUKAT AHAJIM3A |0 +71 98760 580010
% www.drreddys.com X
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dxcnpecc (keTopoaak) TabaeTky, ANCIeprupyemele B H010CTH pTa, 10 Mr |
Market / Poinok :Russia / Poccusa
Batch No / | Batch Quantity / . 3600000 tab /
Cepns Ne e O6bem cepuu . " 3600000 Tab
Analytical Report No / . 040002923969 Date of Analysis / . 10.05.2025
ARanuTHyeckuii oTuer Ne Jara awaansa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTa nponspoacTaa T'ogen no
Mfg. License No. / ;
IlpousBoacTBeHHAR : MNB/05/263 ]I;IA nurlt:;er. / 3 RJHI_NQ(OM“Q)-(PF_
aunen3zun Ne omep )

Analysis performed according ND: / Anaaus nposeaen no HJI: JTI-Na(004669)-(PI'-RU)-190224 |

Page1of9/Crp.1m39

No

No Test / [TokazaTenan

Results / PesynsTaTst

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnble nnockue
TabneTkH ¢ (ackoM, CBETIO-
YESITOTO L[BeTa C (PaBUPOBKOH
«l» Ha ogHOM CTOpPORE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrsie
rockke Tabnetku c ¢ackod, CBETNO-
EATOro 1BeTa C TPaBMpPOBKOH «I» Ha
OO’ CTOPOHE.

2 Identification / UnenTndmxanus

Ketorolac / Kemoponak

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cuekTpsl NOCAOMEHNS

MCMLITYEMOTO pacTBOpa W  pacTBoOpa
cranpapTHoro  ofpasta  KeToponaka
TPOMETaMHUHa AOTDKHBI HMETh

MaKCMMYMBI [Py OAHOW M TOH Xe nnuHe
BOJIHMI (£ 2 HM).

Remarks: The Product conforms to ND/

IMpumeyanue: [IponykT cooTBETCTBYET TpeHOBAHUIM HA

Conclusion: APPROVED /
Bakmouenne: OJJOBPEHO

Prepared by /
ToaroroeneHo: Ramakant

Gl

Checked by /
ITporepeno: Pardeep Kumar

f—

Approved by: Manager/E
Opobpeno: Menemxep {f YKOBOJHTEb
Abhishek Chauhan

ecutive /

o

Reprint Date /
IMata: 10.05.2025

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +S1 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www._drreddys.com

I—E—




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

Tal « 204 00168 TENG .00
1= B A g [

CEPTUDUKAT AHAJIA3A el

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

Mpoayxr: Kevopoa® Jxenpece (keropoaax) rabnerkn, qucneprupyemsie B 1oJocTi pra, 10 mr

Market / Puinok :Russia / Poccns

Batch No / i Batch Quantity / 3600000 tab /

Cepns Ne : V2500863 Qbbem cepHH * 3600000 Tab

Analytical Repourt No/ . 040002923969 3 Date of Analysis / . 10.05.2025

AHAIHTHYECKHH 0TYeT Ne Hara ananmsa

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

Jata npon3sponcrea TogeH xo

Mfg. License No. / ] e N

IpousBoacTBeHHAS < MNB/05/263 MA number: / : mI-N_(004669)—(PI -
Homep PY RU)

Juuensua Ne

_'

Analysis performed according ND: / Auann3 nponesen mo H: JII-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Crp. 213 9

No

No Test / TlokalaTens 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 yaepxusanus
OCHOBHOIO THMKa Ha XpoMarorpamme
HCTILITYEMOT0 pacTBopa LOIDKHO
COOTBETCTBOBATbL BPEMEHH YAEpPKUBaHUA
OCHOBHOIG TIHKA Ha XpoMmaTorpaMme
pacTtBopa CTAaHIapTHOro obpa3na

«KonuyectsenHoe onpeneieHuen).

KeTopoliaka  TpoMeTaMHHa  (pa3aen

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

[Mpumenanne: IpoaykT cooteeTcTRYET Tpebosanvam HJI 3axnrouenne: OJOBPEHO

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

IMoarotopneHo: Ramakanll__ [lposepeno: Pardeep Kumar | Opofpeno: Menemiep / Pykoponpmens

Abhishek Chauhan 7

Qo = )

Reprint Date / : Reprint Date / Reprint Date /

Hara: 10.05.2025 Jara: 10.05.2025 Jara: 10.05.2025

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
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Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-2

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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

wear Arrard
YL O rratiays COTY

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpece (keToposak) TabaeTky, ANCIEPrupyeMbie B MON0CTH pra, 10 mr

Market / PoiHOK :Russia / Poccns

Batch No / ] : Batch Quantity / _ 3600000 tab /

Cepus Ne AL O6bem cepumn " 3600000 Tab

Analytical Repo‘}‘t No/ . 040002923969 Date of Analysis / . 10.05.2025

AHaauTHYeCKHH oTyeT No Jlara anaansa

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

JlaTa npou3BoacTBa Toaen oo

Mfg. License No. / :

IIpou3BoacTBEAHAs : MNB/05/263 ALY : SIS
Homep PY RU)

anuen3us Ne

_Analysis performed according ND: / Ananns nposenen no HII: JIII-Ne(004669)-(PT-RU)-190224

Page30f9/Cip.3 13 9

and
peaks on

butylhydroxyanisole
butylhydroxyanisole

[DOJDKHBL  COOTBETCTBOBATH
yAep)KHBaHHUA

2-6yTWIruapoKCHaHuU30Ja
3-6yTRIrnApOKCHAHK302

«Congeprxanue
OyTHITHIPOKCHAHW301a»).

I;J(oo Test / [loka3aTenns Results / PesyabTaThi Specification / Hopma
= B_utyllxydroxyam‘sole / Complies / CooTBeTCTBYET The retention  times of 2-
Bymunzudpoxcuanuon 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
yAepXHBaHHA NHKOB
2-6yTHATHAPOKCHaHK3OoNA u
3-6yTHATHAPOKC HAaHM30J1a Ha

XpOMaTorpamMMe HCIBITYeMOro pacTeopa
BpEMEHaM
[THKOB

H
Ha

XpOMATOTPaMMe pacThopa CTAILAAPTIIOro
obGpa3ua GyTunruapokchanniona (pasaen

Remarks: The Product conforms to ND/

IMpumeuanue: [ponykr coorsercTrYeT Tpebosanuam HII

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
IToarotoeneno; Ramakant

Checked by /
[Tposepeno: Pardeep’Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemuep /|Pykosomirens
Abhishek Chauhan

o

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Jlata: 10.05.2025

Reprint Date /
Jlara: 10.05.2025

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

L. A AQN SIS TaENC, 37
S IR RS IR R RIS PSR PP an S e

wwiwv.drieddy:.com

'Product : Ketorol Express (ketorolac) (_)Elly Disinte_grz_lting_ Tablets 10 mg

Ipoaykr: Keropon®™ Drcnpece (keroposak) TabjieTKu, ARCHEPIHPYEMbIE B ONOCTH pra, 10 mr
Market / Peiaok ~ :Russia/Poccus Bl 1 "N i
Batch No / N Batch Quantity / 3600000 tab /
Cepus No s V2500863 Ob6Lem cepun ‘3600000 Tab
Analytical Repog’t No/ - 040002923969 Date of Analysis / . 10.05.2025
AnanuTHyeckmii oTuyer Ne llaTa anajnza
Date of Manufa(?ture / . 04/2025 Date of Expiry / . 03/2027
Jata nponsBoacTea I'open no -
Mfg. License No. /

| . -No B -
IIpouszsoacTeennas . MNB/05/263 MA number: / ! JIIE-Na(004669)-(PT

Homep PY RU)

muucH3Ns Ne el s .

Analysis performed according ND: / Anaaus nposegen no HI: JII-Ne(004669)-(PT-RU)-190224

Results / Pe3ynbTaThl

Specification / Hopma

_ Pagedof9/Crp.4m39

Nory Test / IToxaszarenn
Ne
3 Average weight / Cpeansin
macca
Uniformity of weight /

OllllOpOlll!OCTl: MacChL!

69.8 mg/ 69.8 Mr

Complies / CoorsercTayer

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 10 72,8 mr (70,0 mr £ 4,0 %).

18/20 tablets - not imore than + 10 %,;
2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oonee = 10 %;
2/20 Tabnerox — He Bosee % 20 %o.

4 Disintegration time /
Pacnapaemocts

00 min 27 sec / 00 MuH 27 cex

Not more than 3 min. / He 6onee 3 Must.

5 Dissolution / PacTBopenue Unit-1/ Tabn-1 102 % Not less than 75% (Q) of
. R CisHiaNO3+C4H11NO3 (ketorolac
Unit-2 / Ta6n-2 101 % tromethamine) in 15 min. / He menee
Unit-3 / Tabn-3 102% | 75% Q CisH13NO3CsHNOs
X (xeroponaka TpoMeTaMHH) uepe3 15 MHH.
Unit-4 / Ta6n-4 97%
Unit-5 / Tabn-5 99%
Unit-6 / Ta6n-6 99 %

Remarks: The Product conforms to ND/

ITpumeuanue: [Ipoaykt cooTreTcTBYET Tpebopanuam HJJ

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarorosnexo: Ramakant

%2

Checked by /
Ipogsepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno; Menemxep //Pyxoroantents
Abhishek Chauhan |

o -
- Vo

Reprint Date /
Hata: 10.05.2025

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Hara: 10.05.2025

Registered Office: 8-2-337, Road

No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2300, Fax: +91'40 4900 2999, Email: mail@drreddys.com
CIN; L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Toi . 421 98166 56001-02
www.drreddysi.coin

Product : Ketorol Express (ketorolac) Orally Diﬁtegrating Tablets 10 mg
Mpoayxr: Keropon® Dkenpece (keroponax) TabieTku, Ancneprapyemsie B moaocTH pra, 10 mr i

Market / PeiHok :Russia / Poccus i =
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne Gl OBnem cepun * 3600000 Ta6
Analytical Repo:‘t No/ - 040002923969 Date of Analysis / . 10.05.2025
AnanutuveckHi oTyer Ne Hdara anajanza
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npon3BoacTBa I'ogen a0
Mfg. License No. / -
IIpoxseoacTREHAAR : MNB/05/263 Mg nambers./ k JIH_N'(004669)_(PF-
Homep PY RU)
_JinueHsns Ne

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

Page50f9/Crp.5m39

i:) Test / [lokazaTens Results / PezyabsTaThl Specification / Hopma
o Particle size distribution / Complies / CoorBeTcTBYET A uniform suspension passing through a
JAncnepcHocTs 710 um sieve is formed. / Obpasyercs

OLHOpONHAA CYCNEH3nA, NpoXojsnias
CKBO3b CHMTO C pa3MEpoM OTBEPCTUH
710 MKM.

7 Impurities / Ilpumecs

1-hydroxy analog of Below LOQ (LOQ = 0.0032 %)
ketorolac: / / Hwxe npenena
1-rugpoxcuananor KONMYECTBEHHOTO OTPENENeHHA
KeToposaka (TIKO = 0.0032%)

1-keto analog of ketorolac /
1-KeToaHanor KEToponaka

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

not more than 0.8 %; / ue Gosee 0,8 %;

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

cymMMa npamecei

unidentified impurity / 0.03%

eqMHUYHas

HeRAEHTUPHLIHPOBAHHAS

TPHMECH 0.01%

total impurities / ’ 0.0483% not more than 1.0 %. / He Gonee 1,0 %.

8 Water content / 27 % Not more than 7.0 %. /
CoaepxaHue BoabI He 6onee 7,0 %.
|
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: Mpoayxr coorsercrayer TpeGosannam HJT 3axkiaiovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Ekecutive /
INoproroeaero: Ramakant IIposepeHo: Pardeep Kumar | OpobpeHo: Menemkep / Pykoonnrens
i Abhishek Chauhan .
Aol et -
Reprint Date / R Reprint Date / Reprint Date /
JHara: 10.05.2025 Jlata: 10.05.2025 Jara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CEPTHOUKAT AHAJH3A

Tei : +91 $5166 5660102

wivw.drreddvs.cem, =

Product : Ketorol Express (ketorolac) Orally Dlsmtegratmg Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keroponax) Tabnerxkn, CHEPrupyemMsie B M0J0CTH pTa, 10 mr
Market / PoiHok :Russia / Poccus
Batch No/ . Batch Quantity / - 3600000 tab /
Cepusa Ne A e O6beM cepH " 3600000 Tab
Analytical Repo:‘t No/ . 040002923969 Date of Analysis / . 10.05.2025
Ananurmyeckuii oryer Ne Mara ananu3a
Date of Manufactare / . 04/2025 Date of Expiry / . 03/2027
JlaTa npom3BOACTBA — Conen 10
Mfg. License No. /
Ilpou3BoacTBEHHAS : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-

Howmep PY RU)
smenzus Ne

| Analysis performed according ND: / Anaaus nposeaen no HL: JITE-Na(004669)-(PT-RU)-190224

Page 60f9/Crp.6n3 9

i.:) Test / [Tokasatean Results / Pe3yabrarst Specification / Hopma
9 Residual solvents / OcTaTouHbie OpraHuyeckne pacTeoOpuTEny
Isopropyl alcohol / 3 pg/tab/ Not more than 350 pg/tab. /
H3zonporanosn 3 mxkr B TabneTke He 6onee 350 mxr B TabneTke.

10 | Microbiological purity*/ Muxpo6uonornyeckas yuerora*

Total Aerobic Microbial
Count / ofuiee uyncno

not more than 10* CFU/g; /
He 6onee 102 KOE/r;

OaHopoaHOCTD
A03HPOBAHHBIX EAHHHL]

NA
a’poOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / obiiee YHcI0 NA ne Gonee 10> KOE/r;
OPOXOKEBBIX H NIIECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
; OTCYTCTBHE B 1 I
11 Uniformity of dosage units / 35 Acceptance value (47) not more than

15.0 TlokazaTens npuemiieMmocti (4V)
JomxeH 6uiTh He Gonee 15,0.

Remarks: The Product conforms to ND/
[Tpumeuanue: [poaykT cootBeTcTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
3axaouenne: OJNOEPEHO

Prepared by / Checked by / Approved by: ManageryExecutive /

IloaroToBneHo: Ramakam ITposepeno: Pardeep Kumar | Omo6peHo: Menemiep|/ PykoBoaunTeib
(! a d-b [ r Abhishek Chauhan ) r

Reprint Date / Reprint Date / Reprint Date /

Hata: 10.05.2025 Hara: 10.05.2025 Hara: 10.05.2025

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 “:“

CERTIFICATE OF ANALYSIS

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

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

CoomrOt AT

CEPTHOHEAT AHAJIH3A

|L.| . T./J. _IUJ.U\J JOUC L T

yWw.drredavs.com

Product : Ketorol prress (ketorolac) Orally Disintegrating 1g Tablets 10 mg

IMpoaykr: Ke'ropon DKenpece (KCTOPOAAK) TADJCTKH, AHCHCPIHpYEMbIE B 0IOCTH PTa, 10 mr
Market / Peinok :Russia / Pocens

Batch No / : Batch Quantity / 3600000 tab /
Cepus Ne R LE Obnem cepun " 3600000 Tab
:nalytlcal Repo:’t No/ - 040002923969 Date of Analysis / . 10.05.2025
AHAJIATHYeCKHH oTueT Ne Jara anajiza

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027
Jarta npon3sBojcrea I'open no

Mfg. License No. /

TIpouseoxcreeHHAs : MNB/05/263 l;llA nul;:;)’er. / : J;H—Ne(004669)—(Pl"—
anmensnn Ne omep v

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

Page 7 0f 9/ Crp. TH3 9

onpeacjeHue

I\N'o Test / IlokaszaTtean Results / Pe3yasTaThl Specification / Hopma
12 Assay / KonnuecrseHRroe 10.1 mg/ 10.1 mr From 9.0 mgl to 11.0mg  of
(100.6 %) CsH13NO3°CsH[1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 1o
11,0 mMr CisH;3NO3*CsHiNO;

{xetoponaka TpometamuH) (o1 90,0 10

110,0 % oT 3aABIEHHOIO KOAWYECTBA) B
Tabnerke.

13 Butylhydroxyanisole
content /
Oy THATHAPOKCHAHH30A

Copepxaunne

0.0953 mg/tab /
0.0953 mr B Tabnerke

Not less than 0.042 mg/tab. /
He Menee 0,042 mMr B TabneTke.

14 | Package description /
Onucanve 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 Tabnetok B
6nuctepe uz ([TA/AJITID ¢
pnaronornoturenem/II3BIT)
doasry // (TID/AJT) doneru. Ilo
7 OnueTePa BMECTE €& NHCTKOM-
BRIAUBILLIEM B Hd4RY
KapTOHHYO.

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. / [To 10 Tabaetok B
6incTepe n3 (ITA/AJVITID c
pnaronornotatenem/IIDBIT)  donsru //
(TI3/AJT) doneru. ITo 1 unu 2 Gacrepa
BMECTE C JWCTKOM-BEKNAJBILIEM B NayKky
KapTOHHYIO.

Remarks: The Product conforms to ND/
Ipumeganue: [IporykT cooteTcTBYET Tpebopanuam HII

Conclusion: APPROVED /
Baxniouenne: ONOBPEHO

Prepared by / Checked by /
[Moaroroeseno: Ramakant TIlposepeno: Pardeep Kumar

Approved by: Manager/Exccutive /
Onobpeno: Menemep/ Pykosoauress
Abhishek Chauhan

M e QL—"
Reprint Date /

Reprint Date /
Jara: 10,05.2025 Hara: 10.05.2025

Reprint Date /
Hara: 10.05.2025

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAIH3A

Dr. Reddy's Laboratories Ltd,
Formulation Unit-&

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

+91 98166 56001-C2

S A SO OYS.COITS

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpecc (keroponak) TabaeTkH, AHCTIeprapyemMbie B HOJIOCTH P14, 10 mr

smnensus Ne

Market / Peinor :Russia / Poccus 3wl
Batch No / . : Batch Quantity / _ 3600000 tab /
Cepust Ne ) VS O6bem cepHH " 3600000 Tab |
Analytical Repo:'t No/ - 040002923969 Date of Analysis / - 10.05.2025
AHanuTHuYecKkHil oTaeT No Jata anann3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa npon3BOACTBA T'open 10
Mfg. License No. / .

. - MA number: / JIII-Ne(004669)-(PI'-
TIpoussoncTBeHRan : MNB/05/263 Howmep PY ' RU)

Analysis performed according ND: / Ananns nposenen no HJL: JITI- 1(004669)-(PT'-RU)-190224

Page 8 0f 9/ Crp. 83 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 BLITYCKE TEKAPCTBEHHOIO MPeNnapaTa KOHTPOJIb Ka4ecTsa [0 HOKa3aTelo «Mukpobnosioruueckast
YHCTOTA» MPOBOAHTCA A Kaxaoi 20-0% cepnn, HIH Oas OQHOi CEpPUU B I'Ofl, B 32BUCHMOCTH OT TOI'0, 4TO

HACLYIIM] PAHbUIY,

API name / Haumenosauue ADC:

Ketorolac tromethamine / Ketoponaka rpomeraMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouzBoartens APC:

ABRHO009746

FP Manufacturer API Batch number /
Homep cepHH cyGeTaHIUM NPOU3BOAUTENST
JId:

FESA00033

API Manufactured by & country /
Ipoussoautens APC, crpauna:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c Nlaboparopuc JIta., Munus

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

Hanmenosauue, agpec, JJHIEHIHA 115
IlponzeoacTBenHan nuiomaaxa / Ilnomagxa
KoHTpoJa KauecTBa / ILiomagka 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) /

JI-p Pepnw’c JlaGoparopuc JItn., Maaus, IlponzsoncTBeHHoe
nogpasneneuvie-6, Bunn. Kxons, Hanarapx Poyn, banau, uctpukr

Cosnan, X.I1., 173205, Unaus (mauenzus 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 NI/

INpumedanue: [IponyKT cOOTBETCTBYET TpeboBannam HJL 3akmoyenne; OJOBPEHO

Conclusion: APPROVED /

ITogroroenedo: Ramakan

Ol

Prepared by / Checked by / : Approved by: Manager/Executive /
[Iposepeno: Pardeep Kumar | Ono6peno: Menemiepf Pykososurens

t d Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /
Hara: 10.05.2025 JlaTa: 10.05.2025 Hara: 10.05.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CERTIFICATE OF ANALYSIS
CEPTHUPUKAT AHAJIU3A

Tel : +51 53166 56001-02

Product :_K;t_OJETpr_es; (keE)r_ol-a_c)_Or;llS' Disintegrating Tablets 10 mg

IIpoaykr: Ketopoa® Jkcnpece (keToposiak) TabsieTkH, AUCNeprHpyemMble B NOJIOCTH pra, 10 mr

Market / Peinox :Russia / Poccus
Batch No / h Batch Quantity / 3600000 tab /
Cepna Ne R IIE Q6nem cepHH " 3600000 Tab
Analytical Repovrt No/ - 040002923969 Date of Analysis / - 10.05.2025
AHajguThyeckni oTueT Ne JlaTa anaan3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTta npon3BOACTBA Toaen mo
Mfg. License No. / . )
IlponseoacTBenHan - MNB/05/263 MA number: / 3 JI-No(004669)- (BT~

Homep PY RU)
| nuuenzusa Ne

LAnaIysis performed according ND: / Ananus nposenen no IJI: JII-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».

3axuaodyenne o coorBercTBHU: «HacTosmuMm s nonTBépxcp;a}o, YTO IpHMBEAEHHAs BBILIC HHGOPMaIus SBIIAETCS
JIOCTOBEPHOM ¥ TOYHOK. DTa cepus NPONYKUMHM NpPOM3BENeHA (BKIIOYasi yNakoBKY (MApKHMPOBKY) H KOHTpPOJb
Ka4yecTBa) Ha BBIICYKa3aHHON IIPOM3BOACTBEHHOM monlanke (IUIOMIaAKaX) B IOJHOM COOTBETCTBHH C
TpeboBaumsamu [IpaBun Hajuexaliedl IPOU3BOJACTBEHHOM HMpakTHKH EBpasHBCKOro SKOHOMHMYECKOIO coro3a (No
GMP/EAEU/RU/00554-2022 ot 02 ceutabps 2022) 1 TpebOBaHHIMH KOHTPOIIA Ka4ECTBA JIEKapCTBEHHBIX CPE/ICTB,
a TaKX€ B COOTBETCTBHHM CO CIIENUPHKAMUAMHU, CONEPIKAIUMHCA B PETHCTPAITMOHHOM JIOCHE CTPAHBI-HMIIOPTEpA.
3anucH o NPOU3BOICTRY, YIIAKOBKE H aHAJIH3Y IIPOBEPEHEI, M YCTAHOBIIEHO MX cOOTBeTCTBUE TpeboBanuaM Ipapui
HaJuIexanei MpoH3BOACTBEHHOH NIpaKkTHKH EBpa3Hiickoro 5SKOHOMHYECKOIQ COHO3aY.

Conclusion: APPROVED /

Remarks: The Product conforms to ND/
3akmouyenne: OMOBPEHO

Ipumesanue: [ponykr cooTBeTcTBYeT Tpebopanusm H)T

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

TToarorosneno: Ramakan IpoBepero: Pardeep Kumar | Ono6peHo: Mel-temkepl," PykopoauTtens
MJ ' f Abhishek Chauhan | T

Reprint Date / Reprint Date / Reprint Date /

Hara: 10.05.2025 Jara: 10.05.2025 Hata: 10.05.2025

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: L85195AP1984PLCO04507
www.drreddys.com




