Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 556001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixcnpece (keTopoiak) TabiieTKH, AMCIIeprHpyeMble B IT0JIOCTH pTa, 10 Mr

Market / Poinok

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne R O0neM cepuu " 3600000 Tab

Analytical Repourt No/ . 040002849858 Date of Analysis / . 17.03.2025

AHannTHueckuii oTyet No Jara anaaunsa

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

JaTta npou3BoacTBa I'onen 1o

Mig. License No. / . .

IlponsBocTReHAas : MNB/05/263 B ey ¢ JII-N2(004669)~(PX -
Homep PY RU)

JHIeH3ust No

/ Auanus nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Analysis performed according ND:

Pagel of 9/ Crp.1 m39

iﬂo Test / Iloka3zaTenn Results / PesynbTaTsl 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. / Kpyrisie
side. / Kpyrible miockue miockue TabNeTkH ¢ (ackoH, cBeTno-
TabneTku ¢ Ppackoi, CBETNO- JKEJITOro IBETa C TPaBUPOBKOH «l» Ha
XEJITOro 1IBeTa C rpaBUPOBKO OJHOIf CTOpOHE.
«|» Ha ogHOU cTOpOHE.

2 Identification / UaenTudurauus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-crnekTpel NOIOLICHUA
HCTILITYEMOI0 pacTBOpa W pacTeopa
cTaufapTHOro  ofpasna  KeTopoJyaka
TpOMeTaMHHa HTOJDKHBI HUMETh
MaKCHMYMBI TIpH OJHOH W TOM XXe JJIMHE
BOJIHEI (£ 2 HM).

Remarks : The Product conforms to

ND/

[Mpumeyanue: [Ipogykt cooTBeTCTBYET Tpebosanusam HJJ

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
[Toxrorosneno: Yogesh Chauhan

b

Checked by /
ITposepeno: Santosh Kumar

Maurya ( 99

e

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

Amit Kumar J\(/

Reprint Date /
Hara: 17.03.2025

Reprint Date /
Jata: 17.03.2025

Reprint Date /
Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s Q;‘

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

Vill. Khol, Walagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDI&

CERTIFICATE OF ANALYSIS - .

CEPTHOHKAT AHAJIM3A

fel : +91 56160 56001-02
www.drreddys.com

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

IIpoaykr: Keropoa® Dxenpece (keTopoJak) TabJeTKH, AHCIEPIHPYeMbIe B MOOCTH PTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne £ V2500350 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002849858 Date of Analysis / . 17.03.2025

ABanuTHYecKHH oTyeT No JlaTa ananusza

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

[ara npounssoacrea T'onen no

Mfg. License No. / . o

IIpousBoacTBenHast : MNB/05/263 O : JIIE-Na(004665)-~(PT-
Howmep PY RU)

JuneH3us Ne

Analysis performed according ND: / Ananuz nposeaen no HJL: JIE-Ne(004669)-(PI'-RU)-190224

Page 2 of 9/ Crp. 2 u3 9

No

Ne Test / [Toka3zaTennb

Results / PesyabTaTht

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). / Bpemsa yzaepxHBaHus
OCHOBHOTO [MMHMKa Ha XpoMaTorpamme
HCIIBITYEMOTO pactBopa TOJDKHO
COOTBETCTBOBATH BPEMEHH YACPKUBAHHUA
OCHOBHOTO TMHKa Ha XpoMaTorpamMme
pactsopa CTaHOapTHOTO obpasua
KeTopojlaka ~ TpoMeTamMMHa  (pasjen
«KonnyecTBeHHOE ONPECNICHUEN).

Remarks : The Product conforms to ND/
IMTpumeyanue: [IpogykT cooTBeTCTBYET TpebosaHusam HI

Conclusion : APPROVED /
Zaxkmwouyenne: OJOBPEHO

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

[Toarororneno: Yogesh giauhan Tpoeepeno: Santosh Kumar | Ono6peno: Menemiep / Pykopoaures
/ / ’ Maurya tlj Amil Kuiia f N\~

Reprint Date / Reprint Date / Reprint Date / '

Hara: 17.03.2025 Hara: 17.03.2025 Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy'’s ":'

Dr. Reddy's Laborateries Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, iNDl&
Tel : +91 98166 5600102
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkcnpece (keToposak) TabaeTKH, AHCIIeprHpyeMbie B MOJIOCTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne D O6beM cepum " 3600000 Tab

Analytical Repo:rt No/ . 040002849858 Date of Analysis / . 17.03.2025

AHasmTHyecKHi oTyeT Ne . JMaTa anannza

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

Jara npon3BoicTBa T'onen po

Mfg. License No. / . .

IIpousBoacTBeHHAS : MNB/05/263 pdannumber:f : (000 )=
Homep PY RU)

JauneH3usi Ne

Analysis performed according ND:

/ Ananus nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30of 9/ Crp.3 w39

No

No Test / [TokazaTenb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuson 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
YIEPXKUBAHUS MHKOB
2-6yTUNTHAPOKCHAHU301IA u
3-0yTHIATHAPOKCHAHU301a Ha

XpOMaTOrpaMMe UCIBITYEMOTO PacTBOpa
JOJDKHBl  COOTBETCTBOBATh  BPEMEHAM

yAepKHBaHUs MHKOB
2-6yTHITHAPOKCHAHM30Ia U
3-0y THITHAPOKCHAHU3011a Ha

KPOMATOFPAMME DHCTROPA. CIAHJAPTHOIO
obpasna 6yTuIrHApOKCHaHu301a (pasaen
«Copepxanue
OYTHUITHAPOKCUAHU3OIAN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: IIpoaykT cooTseTcTBYeT Tpebosanuam HJI 3akadenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Yogesh S;hauhan IMpoeepeno: Santosh Kumar | Ono6peHo: Menemxep / PykoBoaurens
_(f Y - 1 ~

Vo Mautya l 3’3 Amit Kurmar \-

(L i [
Reprint Date / Reprint Date / Reprint Date / !
Hata: 17.03.2025 Jara: 17.03.2025 Hara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, Indiz

Tel: +

91 40 4500 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dkenpece (keTopoaax) TabIeTKH, JHcHepPrupyeMbie B OJOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne el O6nem cepun " 3600000 Tab6

Analytical Repo:‘t No/ . 040002849858 Date of Analysis / . 17.03.2025

AHajuTHYecKHi# oT4yeT No JlaTa ananuza

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

Jata npousBoacTBa T'ogen 1o

Mifg. License No. / . .

IpoussoacTBeHHAN : MNB/05/263 prAsnumbery/ gy JIII-Ne(004669)~(BT™
Homep PY RU)

JIHIeH3Hs No

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-N2(004669)-(PT’ -RU)-190224

Page40of 9/ Cip. 4 n3 9

I;‘oo Test / ITokazaTenn Results / PesynbTaThl Specification / Hopma
3 Average weight / Cpeanss 70.1 mg/70.1 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr o 72,8 Mr (70,0 mr + 4,0 %).
Complies / CoOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHopoaHOCTb MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — ue Oonee = 10 %;
2/20 Tabnetox — He Gonee = 20 %.
4 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min. / He 6onee 3 MuH.
PacnapaemMocThb
5 Dissolution / PacTBopeHne Unit-1/ Tabn-1 98 % Not less than 75% (Q) of
. CisHi3NO3*CsH 1 (NO3 (ketorolac
Unit-2 / Tabn-2 el tromethamine) in 15 min. / He Menee
Unit-3 / Ta61-3 99 % 5%  (Q  CisHisNOs*C4HiiNOs
i (ketoponaka TpoMeTaMuH) yepe3 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabxn-5 100 %
Unit-6 / Tabx-6 100 %

Remarks : The Product conforms to ND/
ITpumedanue: Ipoaykt coorBeTcTBYET Tpebopanusm HJJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by /
IMoaroroeneno: YogeshChauhan
//

VY%

Maurya

[IporepeHo: Santosh Kumar

4

-

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoauTenb
Amil Kuinar A

il Kumar ﬂf\ =

Reprint Date /
Jata: 17.03.2025

Reprint Date /
Hara: 17.03.2025

Reprint Date / J

Hara: 17.03.2025

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

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDOUKAT AHAJIN3A

Tel . +91 38166 56001-02
www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpece (keToposiak) TabaeTKH, IHCIIeprHpyeMble B MOJIOCTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ; Batch Quantity / ~ 3600000 tab /

Cepus Ne 7 V2500550 O6bem cepuu "~ 3600000 Tab

Analytical Repo:'t No/ - 040002849858 Date of Analysis / . 17.03.2025

AHaquTHuecKuii oTyer Ne JlaTa ana/iu3a

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

JlaTta npoH3BOACTBA I'open 10

Mfg. License No. / . .

IIpousBoacTBeHHAS : MNB/05/263 S ST st g ol e (QUASHD) =
Homep PY RU)

JHneH3usi Ne

Analysis performed according ND: / Ananns nposenen no H/I: JITI-Ne(004669)-(PT-RU)-190224

Page50f9/Cip.Su3 9

1}? Test / [Toka3zaTennb Results / PesyabTaTh! Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHoCcTh 710 um sieve is formed. / OGpasyercs
OJIHOPOJIHAs CYCHEH3HUs, HNpoXodsas
CKBO3b CHTO € pa3MepoM OTBEPCTHH
710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-runpokcuanaior
KETOpOJIaKa

Below LOQ (LOQ = 0.0032 %) /
Huske npenena KoTHIECTBEHHOTO
onpenenenus ([TKO = 0.0032%)

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

1-keto analog of ketorolac /
1-KeToaHaNOr KeTopoJiaka

0.03%

not more than 0.8 %; / He 6oyee 0,8 %,;

unidentified impurity /
eMUHUY HAS
HeueHTHHUIHPOBaHHAas
NpUMech

0.02%

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

total impurities /
cyMMa puMecen

0.1%

not more than 1.0 %. / He 6osee 1,0 %.

8 Water content /
Copep:xkaHue BOAbI

2.7%

Not more than 7.0 %. /
He 6oiee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: Ilponykt cootBeTcTBYET TpeGoBanuam H/I

Conclusion : APPROVED /
3axmwuenue: OJJOBPEHO

Prepared by /
IMoarororieHo: Yogesh J,Qhauhan

a

Checked by /
IIporepeno: Santosh Kumar

Mautya ( L%’ )

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBogures
Amit Kumar

N

Reprint Date /
Jara: 17.03.2025

Reprint Date /
Jara: 17.03.2025

Reprint Date /
Jara: 17.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@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. Sofan, H.P., 173 205, iNDIA

CEPTU®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Hpoayxr: Ketopoa® Dkenpece (keToposiak) TadjieTKH, JHCHepIipyeMbie B HOJI0CTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne i V2500080 O6beM cepun " 3600000 Tab
Analytical Report No/ . 040002849858 Date of Analysis / . 17.03.2025
AHagnTHyeckuii oTyeT Ne JlaTta ananusa
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
JaTta nponisoacTea I'onen no
SIEE; iccnseiNDy _ MA number: /  JIII-Ne(004669)-(PT -
IIpoussoacTBeHHAA : MNB/05/263 :

Homep PY RU)
JHneH3ns Ne

Analysis performed according ND: / Anasus nposexen mo HJI: JITT-No(004669)-(PT-RU)-190224

Page 6 of 9/ C1p. 6 m3 9

i.:) Test / ITokazaTenb Results / PesyabTaTh! Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHnyecKkue pacTBOPUTEIH
Isopropyl alcohol / 06 pg/tab / Not more than 350 pg/tab. /
H3onponaHon 06 Mkr B TabneTke He 60nee 350 MKr B TabneTKe.

10 Microbiological purity*/ MukpoGuoJjiornueckas yucrora®

Total Aerobic Microbial
Count / obLiee 4ncio

not more than 10* CFU/g; /
He 6osee 10° KOE/r;

OaHopoaHOCTb
JO3HPOBAHHBIX eIHHUL]

11 Uniformity of dosage units /

NA
a3pOOHBIX MHKPO-
OpraHU3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / o6uiee UuCIO NA He Gosee 10? KOE/r;
JPOXOKEBBIX H IJIECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
oTrcyrcTBue B 1 T.
4.0 Acceptance value (4¥) not more than

15.0 Tlokasartens npuemueMocTH (A V)
JIoJpKeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/
IMpumeyanue: IIpoaykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
Ioarorosneno: Yogesh Chauhan

Checked by /
ITposepeHo: Santosh Kumar
Maurya %

)

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBoauresb

Amit Kumar j\ /)/

Reprint Date /
Hata: 17.03.2025

Reprint Date /
Hara: 17.03.2025

Reprint Date /
Hara: 17.03.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, Indiz
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA

CEPTH®UKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (xeToposak) Ta6IeTKH, AHcHeprUpyeMblie B NOJOCTH PTa, 10 mr o

Market / PoiHOK :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus Ne i1 2300850 O0nem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002849858 Date of Analysis / . 17.03.2025

AnaguTHueckii oTaeT No Jara ananusa

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

JaTta npon3BoACcTBA T'ogen oo

Mfg. License No./ . o

IIpousBoJcTBEHHAS : MNB/05/263 DAY b2/ s JIENe(004669)~(PT
Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / AHanu3 nposeaes mo HJL: JIN-Ne(004669)-(PI'-RU)-190224

Page 70f9/Crp. 7 n3 9

No

Test / [Toka3aTenb
Ne

Results / Pe3syabTaTbl

Specification / Hopma

12 Assay / KonnuecTBeHHOE
onpeje/ieHHe

10.3 mg/ 10.3 mMr
(103.3 %)

From 90mg to 11.0 mg of
CisH3NO3C4H [ 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
1 1,0 MI C15H13NO3'C4H1 1NO3
(ketoponaka TpomeramuH) (oT 90,0 mo
110,0 % oT 3asgBIEHHOTO KOJIMYECTBA) B
tabneTke.

13 Butylhydroxyanisole
content / CopepxaHue
OyTWITHAPOKCHAHHM30/12

0.0976 mg/tab /
0.0976 mr B TabyeTKe

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

14 | Package description /
OnucaHue 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 Tabnerok B
6nucrepe w3 (ITA/AJUIID c
pnaronornoturesiem/I12BIT)
¢oneryu // (ITD/AJ) donern. Ilo
2 6nmcTepa BMECTE C JIMCTKOM-
BKJIaIbIIIIEM 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 TabneTok B
6nuctepe u3 (TTA/AJI/TID c
pnaronornorurenem/IIOBII)  donbru //
(II3/AJT) doneru. o 1 wnu 2 6nuctepa
BMECTE C JINCTKOM-BKIIAJBILLIEM B IAYKYy
KapTOHHYIO.

Remarks : The Product conforms to ND/

ITpumeuanue: IIpopykt cooTBeTcTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Yogesh ﬁhauhan IIposepeno: Santosh Kumar | Ogo6peno: Menemxep / PykosoauTess
. 7 Maurya @ Amit Kumar A =
” L =
Reprint Date / Reprint Date / Reprint Date / N
Hara: 17.03.2025 Hara: 17.03.2025 Hara: 17.03.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s Q;"

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

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

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02

) ) CEPTHU®PUKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxykr: Keropoa® Jxenpece (keTopoiax) TabiieTKH, AHCIeprEpyeMble B 1010¢TH pra, 10 mr
Market / PoinoK :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepns Ne # V2500380 O6bem cepun " 3600000 Tab
Analytical Repo:‘t No / . 040002849858 Date of Analysis / . 17.03.2025
AHaJTHTHYeCKNH oTUeT No JlaTa ananu3za
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jara npoussojcTBa I'ogen oo
Mfg. License No. / . .
IpoussoacTEeHHAN : MNB/05/263 s e . JI-Ne(004669)~(PI -

Homep PY RU)

JaneH3us Ne
Analysis performed according ND: / Auayms3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 8 n3 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 BBINyCKe JIEKAPCTBEHHOIO NpenapaTa KOHTPOJIb Ka4ecTBa 110 noka3aTenio «MukpobHoiornvecxkas
YUCTOTA» NMPOBOAUTCS ANs Kaxa0# 20-of cepuu, HIM [Jisl OAHOI CEePUU B IO, B 3aBUCUMOCTH OT TOr0, 4TO

HACTYNIUT paHbIleE.

" API name / Haumenosanue A®C:

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepun npoussogutrensa ADC:

ABRH008104

FP Manufacturer API Batch number /
Homep cepuH cy0cTAHINHH NPOH3BOAHTEIA
TJI®:

FERAOQ0558

API Manufactured by & country /
IIpouzeonurenn APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlabopatopuc JIta., Uuaus

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

HanMeHOBARME, AAPEC, JTUIEH 3N ISt
IIpouseoacreeHHas naomagka / Ilnomanxa
KOHTpoJs xauecTBa / Ilnomaaka 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) /

I-p Peupu’c JTabuparopue JIun., Fluans, Hpouwssoacsernoe
noxpaszaenenue-6, Bumwt. Kxonp, Hanarapx Poyn, bannu, JJuctpukr
Conan, X.I1., 173205, Uagus (nuuedsus Homep MNB/05/263)

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

Remarks : The Product conforms to ND/

ITpumeuanue: IpoaykT cootBeTcTBYET TpeboBanuaMm HJJ

Conclusion : APPROVED /
3akiawgenue: OJOBPEHO

Prepared by /
oarorosnexo: Yogesh Chauhan

(L

Maurya

Checked by /
Ipoeepeno: Santosh Kumar

Approved by: Manager/Executive /
OnobpeHo: MeHemxep / PykoBoauTeb
Amit Kumar e

N

—_—

Reprint Date /
Jara: 17.03.2025

Reprint Date /
Jara: 17.03.2025

Reprint Date /
Jara: 17.03.2025

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

CIN: L85195AP1984PLC004507

www.drreddys.com




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

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

Dr.Reddy’s ‘:‘

CERTIFICATE OF ANALYSIS

Tel : +91 98166 56001-02
_ CEPTUHO®UKAT AHAJIM3A N
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxcnpece (keTopoaak) Tab/eTKy, AMCHEPrUpyeMble B MOJOCTH pTa, 10 mr ]
Market / Poinok :Russia / Poccns
Batch No/ ) : Batch Quantity / 3600000 tab /
Cepns Ne 2 V2500380 O6beM cepHH " 3600000 Tab
Analytical Repovrt No/ - 040002849858 Date of Analysis / . 17.03.2025
AHanurHyeckni oTyer Ne JlaTa anaania
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
JlaTa npoH3BOACTBA I'onen 1o _
Mfg. License No. / . .
IIpousBoacTBeHHAS : MNB/05/263 s : bt Uag )

Homep PY RU)

JHnenzusi No
Analysis performed according ND: / Anasus nposeaen mo HJI: 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».

3akJ0deHHe 0 cOOTBEeTCTBHH: «HacTogImuM s OATBEPXKAAl0, YTO MPUBEACHHAS BbIlle HHOOPMallKs ABJIACTCA
JOCTOBEPHOM M TOYHOM. DTa Cepus MPOAYKUUH IPOM3BEAeHA (BKIIOYas YNAKOBKY (MapKMpOBKY) W KOHTDOJE
Ka4ecTBA) Ha BBIIIEYKA3aHHOM TPOU3BOACTBEHHOHW IUTomiafke (IUIOMAAKax) B IIOJHOM COOTBETCTBHH C
TpeboBanuaMH [lpaBui Hamtexameil MPOM3BOACTBEHHOH MpakTHKM EBpasMiCKOro 3KOHOMHYECKOTrO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeGoBaHUSIMH KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHBIX CPENICTB,
a TaxXe B COOTBETCTBHH CO Crielu(UKAIUIMH, COJEPKAMMNUMUCS B PETHUCTPALIMOHHOM JOCHE CTPAaHBI-UMIIOpTEpa.
3amHcy 0o MPOM3BOICTBY, YIIAKOBKE M aHATH3Y IPOBEPEHBL, M yCTAHOBJIEHO X COOTBETCTBHE TpeOoBaHuAM [IpaBHi
HazyIeXaire# npou3BoACTBEHHOM NpakTUKK EBpasuiickoro 3KOHOMHYECKOTO COI03a.

Conclusion : APPROVED /
3axkmouenne: OJJIOGPEHO
Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykopoaurenn

N

Remarks : The Product conforms to ND/

[Tpumeuanwue: IIpoayKT cooTBeTCTBYET Tpebosanusam HJI
Prepared by / Checked by /
[ToarorosieHo: Yogesbychauhan ITposepeHo: Santosh Kumar

’ Maurya , @q Amit Kumar
// / &0
e Reprint Date / Reprint Date /

Jara: 17.03.2025 Hara: 17.03.2025

Reprint Date /
Jara: 17.03.2025

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