Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Jxenpecc (keToponax) TabaeTKH, AHcHEprupyeMble B MOJIOCTH PTa, 10 mr

Market / Poitox

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne s VAo O6bem cepun " 3600000 Tab

analycal ReporGiow . 040002755403 Date of Analysis/ . 19 15 5594

AHanuTHYecKHii oTuer Ne JaTa anaanza

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

Jara npou3BojacTBa I'open xo

Mfg. License No. / . .

IIpousBocTBEHHAS : MNB/05/263 Mfsnumber: / : JIII-Ne(004669)-(PT -
Homep PY RU)

JHnen3ust Ne

Analysis performed according ND:

/ Auanu3 nposenen no HJI: JITI-Ne(004669)-(PT"-RU)-190224

Pagel1of9/Crp.1u39

No : .
N Test / ITokazarenb Results / PesyabTarsl 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. / Kpyrnsie
side. / Kpyrinsle miockue mockde Tabnetku c ¢ackoll, cBeTio-
TabneTky ¢ packoif, ceeTIo- XKEeJITOro I[BeTa ¢ IpaBUpOBKOW «l» Ha
XKENTOTO [[BETA C TPABUPOBKOH OJHOI1 CTOPOHE.
«l» Ha OIHOH CTOpPOHE.

2 Identification / UnenTudnkauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO®-crekTpbl MNOTIOLIEHUS
UCIBEITYEMOr0 pacTBopa M pacTBopa
CTaHgapTHOro  ofpa3na  KeTopoJjaka
TpOMeTaMHHa JOJIXKHBL HMETh
MaKCHMYMBI NPH OJHOH Y TOM e JUIHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to

ITpumeuanue: IIpomykr coorBercTBYET TpeboBaHusiM H]I

ND/
3aka

Conclusion : APPROVED /

w4ienne: OJJOBPEHO

Prepared by /
IMoarorosnedo: Santosh Kumar
Maurya {

Checked by /
ITporepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemwkep / Pykosoaurens
Pavan Kumar Sharma

| ==
o

Reprint Date /
JlaTta: 19.12.2024

Reprint Date / |
Hara: 19.12.2024

Reprint Date /
Jlara:

19.12.2024

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

CIM: LOS105AP10041LC004207
www.direddys.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpecc (keTopoaak) TabaeTkH, ANCHEPrUpyeMbie B 00T pTa, 10 Mr

Market / PoiHok :

Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2402516 O0bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002755403 Date of Analysis / . 19.12.2024

AnanaTHYecKHi oTueT Ne Jara ananansa

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

JaTa npoH3BoACTBa T'ogen go

Mfg. License No. / . .

IpousBojcTBEHHAs : MNB/05/263 S Dexcly , CHI=NE(HIE665)= (I
Howmep PY RU)

JHueH3us Ne

Analysis performed according ND:

/ Ananus nposegen mo HJ: JII-Ne(004669)-(PI'-RU)-190224

Page2of 9/Crp.2 39

No

Test / I[Toka3aTenab
No

Results / PesyabTaTbl

Specification / Hopma

Complies / CoOoTBETCTBYET

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 yoepXUBaHUA
OCHOBHOI'0 [MMKAa Ha XpoMarorpamme
HCIIBLITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATh BPEMEHH YIEPKUBAaHHA
OCHOBHOTO TIMKa Ha XpOMaTorpamme
pacTteopa CTaHIapTHOIO obpasua
KeTopojlaka  TpoMeTamMuHa  (pasnen
«KonnyecTBEHHOE ONpENENeHUE).

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

ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusM HJJ 3axmouenne: OJOBPEHO

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

IMoaroroeneno: Santosh Kumar [Ipoeepeno: Pawan Kumar Ono6pero: Menemxkep / Pykopogurensb

Maurya ‘ﬂ /_{;) Pavan Kumar Sharma 2 e e
L il

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 Hara: 19.12.2024 JHara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangzana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0O4507
www.direddys.com




Dr.Reddy’s ‘;..

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories 1.td.
Formulaticn Unit-6

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropos® Jxempecc (keToposak) TabiieTkH, ANCHEPrupyemMbie B NOJOCTH pTa, 10 mr

Market / Prinok

:Russia / Poccus

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne A O06neM cepHu © 3600000 Tab

Analytical Repo:’t No/ . 040002755403 Date of Analysis / . 19.12.2024

AHaanTuyeckuii oTuer Ne JlaTa ananuza

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

JaTa npouzBoacTBa T'ogen go

Mfg. License No. / . .

IIpou3BoACTBEHHAS : MNB/05/263 Sl . JHI-Ne(004669)-(PT-
Homep PY RU)

JHueH3usd Ne

Analysis performed according ND:

/ Anaaus nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 139

No—|

Test / [Toka3zatennb
No

Results / Pe3yabTaTbl

Specification / Hopma

" Butylhydroxyanisole /
Bymuneudpoxcuanuzon

Complies / CooTBETCTBYET

The retention times of 2-
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
yIaepKuBaHHs TTHKOB
2-0yTUArHAPOKCHAHU30]1a U
3-0yTHIrHAPOKCHaHU30Ma Ha

XpoMaTorpaMMe HUCIBITYEMOTO pacTBOpa

JIOJDKHBl  COOTBETCTBOBATh ~ BpEMEHAM
yaepXUBaHUA MTUKOB
2-6yTHIrUAPOKCHAHU301a 1
3-6yTUNruIpOKCHaHH301a Ha

XpoMaTorpaMMe pacTBopa CTaHZAPTHOTO
o0pasua GyTHIrHapoKcHanu3ona (pasaen
«Cogaepxanue
OYTHIITUAPOKCHAHU30TIAN).

Remarks : The Product conforms to

[pumeuanue: ITponykT cootBeTcTByeT TpeboBanmsam H/T

ND/
3aka

Conclusion : APPROVED /

wuenne: OJJOBPEHO

Prepared by /
IToarorosmieHo: Santosh Kumar
Maurya

Checked by /
[IpoBepeHo: Pavs_(’an Kumar

>

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonurens
Pavan Kumar Sharma

e
e

| = —
"

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Jlata:

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 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLC0OO4507
www.direddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories |[td.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Raddi,
) Distt. Solan, H.P.,, 173 205, !NDIA
CERTIFICAFE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Jkenpece (keToposnak) TabieTku, AHCHepPrupyemMbie B HOJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepun Ne ZA02515 O6bem cepun " 3600000 Tab
Analytical Repo‘f‘t No/ - 040002755403 Date of Analysis / . 19122024
AnajguTHdeckHii oTuer Ne Jara apanun3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JaTa npou3BoicTBa I'open 1o
Mfg. License No. /

. MA number: / _ JIII-Ne(004669)-(PT-
IIpouszBoacTBennan : MNB/05/263 Homep PY " RU)

JHueH3ust Ne

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

Paged of 9/ Cip. 4 u3 9

1}00 Test / IlokaszaTesab Results / PesyapraTsl Specification / Hopma
3 Average weight / Cpennas 70.1 mg/70.1 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Macea . Ot 67,2 Mr 1o 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpPOOHOCTL Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He ©Oosee = 10 %,;
2/20 Tabnerox — He 6ouee £ 20 %.
4 Disintegration time / 00 min 54 sec / 00 mun 54 cex Not more than 3 min. / He 6onee 3 MuH.
PacnapaemocThb
5 Dissolution / PacTBopeHiie Unit-1/ Tabn-1 97 % Not less than 75% (Q) of
. C5H;3NO3*C4H 1NO;3 (ketorolac
= - o
Unit-2/ Tabn-2 O tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 99 % 75 % Q) CisH1i3NO3*C4H11NOs
. (keToponiaka TpOMETaMUH) 4yepe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Taba-5 99 %
Unit-6 / Tabn-6 93 %

Remarks :_The Product conforms to ND/

Conclusion : APPROVED /

[Tpumeuanue: Ipoaykr cooteTcTBYeT TpeHoBanuam H/ 3axiawuenne: OJJOBPEHO

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

[Moarorosyeno: Santosh Kuma Ipoeepeno: Pawan Kumar OnobpeHo: MeHemkep / PykoBoanTenb

Maurya ) Pavan Kumar Sharma . -
@, £ =

Reprint Date / Reprint Date/ Reprint Date /

Hara: 19.12.2024 Hara: 19.12.2024 Jlata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLC0O04597
www.direddys.com




Dr.Reddy’s Q':‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, !ND!A

CERTIFICATE OF ANALYSIS Tol : +91 98166 56001-02

CEPTUOHNKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Jxenpecc (keTopoaak) TaGIeTku, JHcneprupyemMbie B OJ0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne - V2402516 O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002755403 Date of Analysis / - 1912.2024
AHanuTHYeCKHH oTUeT No JlaTa anaiusa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npon3soacTaa T'ogen oo
Mig. License No. / _ MA number: /  JITI-Ne(004669)-(PT -
IIponseoacTBeHHAN : MNB/05/263 :

Homep PY RU)
JHUeH3naA Ne

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

Page50f9/Crp.S5mu3 9

1;00 Test / IlokazaTens Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JlucnepcHoCTh 710 um sieve is formed. / Obpaszyercs

ONHOpOJHAA CYCNEH3Ms, IPOXOnsIas
CKBO3b CHTO C pasMepoM OTBepcTHid

1-keToananor KETOpOaKa

unidentified impurity /

710 MKM.
7 Impurities / IIpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %, / ne 6onee 0,5 %;
ketorolac: / Hibke npenelia KONMYECTBEHHOIO
1-FHIPOKCHAHATOT onpenencHus (ITKO = 0.0032 %)
KeToposiaka
1-keto analog of ketorolac / 0.06% not more than 0.8 %; / e 6onee 0,8 %,

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

CoaepxxaHHe BOAbI

eMHAY Has i
HeHIeHTUQUUUpPOBaHHAS 0.04%
NpUMECh
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cyMmMma npuMece

8 Water content / 1.9 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoxykt cooTBeTcTBYET TpebOBaHMAM HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by /
[ToaroroeneHo: Santosh Ku.mg IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoantenb
Pavan Kumar Sharma V.

Maurya ."{

A
Reprint Date / Reprint Date /
Hara: 19.12.2024 Hara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; 451 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507

www.direddys.com




Dr.Reddy’s ‘,‘:‘7

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories id.
Formulaticn Unit-6

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkenpece (keTopoJiak) TaGieTKH, AHCIeprupyeMbie B IOJIOCTH pTa, 10 mr

Market / Peivok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne §Y2402516 Oo6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002755403 Date of Analysis / - 19.12.2024

AHanuTnYecKkHii oTueT Ne JlaTa anannsa

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

Jara npon3BoacTea T'ogen oo

Mfg. License No. / . .

IlponsBoacTBenHas : MNB/05/263 MA number: / : JILI-Na(004669)-(PT-
Homep PY RU)

JHnen3us Ne

Analysis performed according ND: / Anaaus npoeeaen nmo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6of 9/ Crp. 6 139

No

Test / IToka3zarennb
Ne

Results / PesyabTaThl Specification / Hopma

9 Residual solvents / OcTaTouHble OpraHM4ecKue pacTBOPUTENH

Isopropyl alcohol /
Hzonponaxon

Not more than 350 pg/tab. /
He 6onee 350 MKT B TabyeTke.

12 pg/tab /
12 Mkr B TabneTke

10 | Microbiological purity*/ Mukpobuosoruyeckas 4McToTa*

Total Aerobic Microbial
Count / ob11ee YucIo

not more than 103 CFU/g; /
He 6onee 10° KOE/T;

OxHOpOAHOCTL
J03HPOBAHHBIX €ANHULL

NA
a3pOOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10 CFU/g; /
mold count / o61ee uncIo NA He 6onee 10> KOE/r;
JPOMOKEBBIX U TUTECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 6.2 Acceptance value (4V) not more than

15.0 Tlokazatens npuemueMoctu (AV)
JoJhKeH ObITh He 6onee 15,0.

RemaE(s : The Product conforms to ND/

[Tprmeuanue: IIponyKT cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoaroroeneHo: Santosh Kumar
Maurya

Checked by /
ITpoeepeno: Pawan Kumar
)

Approved by: Manager/Executive /
OmobpeHo: Menemkep / Pykogonurenb
} )\{ B Pavan Kumar Sharma ; i_

Reprint Date /
Jlara: 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 - 500034, Telangzna, India
Tel: +61 40 4900 2900, Fax: +491 40 4900 2999, Email: maii@arreddys.com

CIN: L85135AP1984PLCO04507
www.direddys.com




Dr.Reddy’s QT:‘

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

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

CERTIFICATE OF ANALYSIS B el OB T
CEPTHO®UKAT AHAJIM3A i 5 i
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxenpece (keTopoJiak) TabjIeTKH, AHCIEprupyeMble B OJIOCTH pra, 10 Mr o
Market / Poinok :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepusa Ne V2402516 O0nem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002755403 Date of Analysis / . 19.12.2024
AHanuTHYecKkHi oTueT No JlaTa aga;u3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npoHn3BoacTBa I'ogen xo
Mig. License No. / _ MA number: /  JIII-Ne(004669)~(PT -
ITpoussoacrBeHnas : MNB/05/263 :
Homep PY RU)

JHIeH3usd Ne

| Analysis performed according ND: / Anaau3 nposeaen no H/I: JITI-Ne(004669)-(PT'-RU)-190224

Page 70f 9/ Crp. 7u3 9

No

Test / IToka3aTennb
Ne

Results / PesyabTaThl

Specification / Hopma

12 Assay / KosinuecTBeHHOe
onpeaejaeHue

10.1 mg/ 10.1 Mr
(101.0 %)

From 90mg to 11.0 mg of
CisH3NO3+C4H |1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr a0
11,0 MrIr C15H13NO3‘C4H11NO3
(keToponaka tpoMmeTamun) (ot 90,0 mo
110,0 % OT 3a4BJICHHOIO KOJIUYECTBA) B
TabneTke.

13 Butylhydroxyanisole
content / Coaepxanue
OYTHATHAPOKCHUAHH30J1a

0.0960 mg/tab /
0.0960 mr B TabneTke

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

14 Package description /
OnucaHue ynakoBKH

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / TIlo 10 Tabnetok B
6nucrepe u3z (IMA/AJI/IID ¢
pnaronornorurenem/I15BIT)
donsru // (I13/AJI) onsru. Ilo
2 6amcTepa BMECTE C JIUCTKOM-
BKJTaJIbIIIIEM 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. / ITo 10 Tabmetok B
6nucrepe u3 (TTA/AJI/TID c
pnaronornoturenem/II3BIT) donbru //
(T13/AJT) donwru. ITo 1 unu 2 dnucrepa
BMECTE C JIMCTKOM-BKJAJBIIIEM B MAa4Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/

[Tpumeuanue: ITpoxykT cooTBercTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
[MoarorosneHo: Santosh Kumar
Maurya

Checked by /
[Ipoeepeno: Pawan Kumar

A

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoantens
Pavan Kumar Sharma 1~ —

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Jlarta: 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 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCD045D7
www.drreddys.com




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

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

Dr.Reddy’s Q’:'

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHNKAT AHAJINU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkenpece (keToposak) Ta6aeTky, IHCNeprapyemMble B mojiocTd pra, 10 mr |
Market / Poinok :Russia / Poceus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne + V2402516 O6bem cepun " 3600000 Tab
Analytical Report No/ . 040002755403 Date of Analysis / - 19.12.2024
AHaguTHYeCKHI oTyeT Ne Jara anajauza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jara npoH3BogcTBA I'open oo
Mfg. License No. / . .
IIpousBoacTBeHHAs : MNB/05/263 el , JHI=NE(O05665)= (I
Homep PY RU)

JHueH3usd Ne
Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 8 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 BbIMycCKe JIEKAPCTBEHHOIO IIpenapaTa KOHTPOJIb Ka4ecTBa 1o nokasaTesio «Mukpobuosornyeckas
YHUCTOTA» MPOBOAUTCS AJIsl Kaxaoii 20-0ii cepuu, MM 1J1A OAHOIl CEPHHU B IO, B 3aBUCHMOCTH OT TOI0, YTO
HACTYIUT paHbIlIe.

API name / Haumenopanue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

ABRH007646

Howmep cepun npounssoautens APC:

FP Manufacturer API Batch number /
Homep cepuH cyocTaHIHH NPOU3BOIHTESA
T'JId:

API Manufactured by & country /
IIponssoautennr APC, crpana:

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

HauMeHnoBauue, axpec, JHIEeH3USA IJIA
IIpon3sBoacreennas naomaaka / Ilnomanka
KOHTpOJIs KadecTBa / [Inomaaka Beinmycka

FERAQ0478

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c JTaboparopuc JIta., Unaus
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 Pennu’c Jlaboparopuc Jlta., Uunus, [IpoussoncteenHoe
noapazaenenne-6, Bumn. Kxone, Hanarapx Poya, bannu, Juctpukr

Conan, X.I1., 173205, Uupusa (nuuensust Homep MNB/05/263)

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of

Conclusion : APPROVED /
3axmwouyenue: OJJOBPEHO

Remarks : 'I'he Product contorms to ND/
[Tpumeuanue: IlponykT cooTBeTcTBYeT TpeboBanuam HJI

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

[MoxrorosiieHo: Santosh Kumar [IpoBepeno: Pawan Kumar OnobpeHo: Menemxep / Pykosonurens
l

Maurya @_ 4_ Pavan Kumar Sharma ! e —

Reprint Date / Reprint Date / Reprint Date / )

Hara: 19.12.2024 Hara: 19.12.2024 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: L85195AP1984PLCJ04507
www.drreddys.com




Dr.Reddy’s €%

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com
MMOI Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keroposn® Jxenpecc (keTopoaak) TaGaeTku, ANCHEprupyeMble B OJOCTH pTa, 10 mr
Market / Poinok :Russia / Poccust
Batch No / - Batch Quantity / 3600000 tab /
Cepusa Ne A O6nem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002755403 Date of Analysis / - 19.12.2024
AHaJuTHYeCKHi oTyeT Ne JaTa anajinza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npoH3BoACTBa I'open go
Mfg. License No. / . .
IlpouspoacTBeHHAS : MNB/05/263 ME Inumber: / : SR (004669)~(EI=
Homep PY RU)
JuneH3ust Ne
Analysis performed according ND: / Anaan3 nposeaen mo 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/04YeHHe 0 COOTBEeTCTBHH: «HAaCTOAIMM o IMOATBEPK/IAIO, YTO MPHUBEACHHAS BEIIE HHGOpPMAILIHs SABISETCA
ZOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKUHH MpoM3BeAcHa (BKIIOYas YIaKOBKY (MapKHPOBKY) M KOHTDOJIb
KadecTBa) Ha BBIIIEYKa3aHHONW MPOM3BOJACTBEHHON IUIOMAAKe (IUIOIIAJKaX) B IIOJHOM COOTBETCTBHM C
TpeGoBanuaMu [IpaBun Hajutexalleid TpOU3BOACTBEHHOM IPaKTHKH EBpasuiickoro sSKOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cerTs1i0ps 2022) 1 TpeOOBaHUAMH KOHTPOJISA Ka4yeCTBa JIEKAPCTBEHHBIX CPEJICTB,
a TAKXE B COOTBETCTBHH CO CIeIMPUKAIUIMU, COACPKAIMUMUCA B PETUCTPAIIMOHHOM JOCHE CTPAHBI-UMIIOPTEPA.
3anucy 10 IPOM3BOICTRY, YIIRKOBKE U aHATM3Y IPOBEPEHE], M YCTAHOBJICHO UX COOTBETCTBHE TpeboBaHuaM lIpaBui
HaJIIe)xaniel Tpon3BOICTBEHHOM NpakTHKH EBpa3suiicCKOro 3KOHOMHYECKOTO COK03ay.

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Remarks : ‘L'he Product contorms to NLY/
[Tpumeuanue: IpoayxT cooTBeTcTBYeT TpeboBanusam HJ{

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar [IpoBepeno: Pawan Kumar Onobpeno: Menemxep / P)l\pBOﬂ,HTCJ‘IL
Maurya ‘ : Pavan Kumar Sharma | g
Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 Hara: 19.12.2024 Jata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: 185195AP1984PLC004507
www.drreddys.com




