Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHKAT AHAJIN3A

Tel : +01 68166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Dxenpece (keTopo/tak) Tab1eTKH, JHCIEPrUpYyeMble B HOJI0CTH pTa, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne - V2501224 O0nem cepun " 3600000 tab

Analytical Repourt No/ - 040002972145 Date of Analysis / . 21.06.2025

AHanaTH4ecKMiH 0TYeT No Jarta aHanH3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

AaTa npoM3BOACTBA Toxen oo

Mfg. License No. / .

IIpousBodcTBEHHAS : MNB/05/263 Misnumbend/ : SIS0 G62) <tk
Homep PY RU)

JAueH3uss No

Analysis performed according ND: / Anann3s nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 1 of 9/Ctp.1 m39

No ] 5
No Test / ITokasaTeanb Results / PesyabraThl 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. / Kpyrasie
side. / Kpyraele ninockue riockue Tabnetkn ¢ ¢ackol, cBETIO-
TabneTky ¢ ¢ackoi, CBETIO- XKEJTOr0 LBETa ¢ TIPaBUPOBKOH «I» Ha
KEJITOTO LiBeTa C rPaBUPOBKOI ONHOM CTOpOHE.
«l» Ha omHOiT CTOPOHC.

2 Identification / Unentuduxanus

Ketorolac / Kemopoaak

Complies / CoOOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-crekTpsl TOIJIOIIEHHUS
HUCMBITYEMOTO PacTBOpa M pacTBoOpa
cTaHmapTHOro  ofpasia  KeTopoJiaka
TpOMETaMHHa JIOJDKHEI HUMETh
MAaKCUMYMBbI NPH OJAHOH U TOH K€ [UTUHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
[Tpumedanue: [IpoaykT cooTseTcTRYeT Tpeboanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana /

i

Checked by /
[Mposepeno: Ramakant

e

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykqBomutens
Amit Kumar /\ ==

Reprint Date /
Hara: 21.06.2025

Reprint Date / |
Jara: 21.06.2025

Reprint Date / !
Hara: 21.06.2025

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 €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIVI3A

Tel: +01 9816€ 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (keroposak) Ta61eTKH, AucHeprupyemMbie B N0JI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne r2a0iaf O6beM cepHH " 3600000 tab

Analytical Repourt No/ . 040002972145 Date of Analysis / - 21.06.2025

AHajuTHYecKHil oTyeT No JaTta ananuza

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jlara npou3BoACTBa I'ogen no

Mfg. License No. / . .

IpoussoacTBennas . MNB/05/263 TS ; IR (D662 (BIS
Homep PY RU)

Juuenzust Ne

Analysis performed according ND: / Auaan3s nposexen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2of 9/Crp.2 u39

No

No Test / [Toka3zaTeapb

Results / Pe3yanTaTnl

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). / Bpemsi ynepxuBaHus
OCHOBHOFD HHKa Ha XpoMarorpamme
HCIILITYEMOTO pacTBOpa IOJIKHO
COOTBETCTEOBATh BPEMEHH YIEPXKHBaHUA
OCHOBHOIO IHKa Ha XpoMaTorpamme
pacTteopa CTaHAAPTHOTO obpasua
KeToponaka  TpoMeramuHa  (pasgen
«KonuuecTBeHHOE OTpENENeHHEY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumedanne: [IpoaykT cooTBeTCTBYeT Tpeboranusm HJJ 3axmwuenne: OXOBPEHO
Prepared by / _ | Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana /| IIpoBepeno: Ramakant Onobpeno: Menemxkep / PykosoaMreiib
Amit Kumar Ao \_
- A~
Reprint Date / Reprint Date / - Reprint Date / '
Jlara: 21.06.2025 Jara: 21.06.2025 Hara: 21.06.2025

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

B—— - = = —



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

Qe
Dr. Reddy,s ‘... vill, Khol, Nalagarh Road, Baddi,

T .ere.  Distt. Solan, H.P, 173 205, iNDIA
CERTIFICATE OF ANALYSIS 291 09166 56001-02

CEPTUO®UKAT AHAJIN3A L

tel:

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
EE)_I!‘YKT:_KETOPOJI(E Dkcenpece (KeToposak) TabaeTKH, AMCIeprupyemsble B I0JOCTH pra, 10 Mr

Market / Prinox :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne - V2501224 O0Bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002972145 Date of Analysis / . 91.06.2025
AHaTHTH4YeCKHI 0T4YeT Ne Hata anajausa
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jdara npoH3BOACTBA TI'ogen xo
Mifg. License No. / .
IIpou3BoACTBeHHAN : MNB/05/263 C Iuwbered . JII-Ne(004669)~(PT-
Homep PY RU)
| iuneHzHs Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30of9/Crp.3 u39

I}oo Test / ITokazaTeJb Results / PesyabTarsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuzon 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
yIepKUBaHHUS MHKOB
2-6yTUIrUAPOKCHAHU30Ma u
3-0yTHATUAPOKCHAHH301a Ha
XpOMarorpaMMe HCIBITYEMOrO pacTBopa
JIOJDKHBL  COOTBETCTBOBAaTb  BPEMEHaM
yIepKUBaHHS [IMKOB
2-6yTHITHAPOKCHAHU30M1A 7
3-0yTHITHIPOKCHAHU301A Ha
XpoMaTorpaMme pacTBopa CTaHIapTHOIo
obpasua OyTunruapoxcuaHuzona (pasmei
«Copaepxanue
OyTHUITHAPOKCUAHH3O0IIAN ).

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

Ipumesanue: [Tponykt cooteeTcTBYeT TpebOBaHMAM H/I 3axmouenne: OJJOBPEHO

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

IMoarorosneHo: Pravesh Rana / IIpoBepeno: Ramakant OpnobpeHo: Menemxkep / PykoBoautens

! Amit Kumar A (.
Reprint Date / Reprint Date / Reprint Date / |
Hara: 21.06.2025 Hara: 21.06.2025 Hara: 21.06.2025

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.corn



Dr.Reddy’s Q':’

Dr. Reddy's Laboratories Ltdl.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIiA
Tel : 401 ©8166 56001-0?

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Jkenpece (keToposiak) TabjeTKH, AMCeprupyembie B MoJ10cTH pTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne j Wegiees O6nem cepun " 3600000 Tab

Analytical Repourt No/ . 040002972145 Date of Analysis / . 21.06.2025

ARaNATHYECKHH o0T4eT Ne | MaTa anaju3a -

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

JdaTa npoH3BocTBA T T'ogen oo

Mfg. License No. / . .

IIponsBoacTBennas - MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)

AHneH3ust Ne

Analysis performed according ND: / Anasus nposenen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page4of 9/ Crp. 4 u3 9

No
Ne

Test / [Tokasatennb

Results / PesyabTaTnl

Specification / Hopma

Mmacca

3 Average weight / Cpeanss

Uniformity of weight /
OIHOPOAHOCTH MACChl

69.4 mg /69.4 mr

Complies / CooTBeTCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr no 72,8 mr (70,0 mr + 4,0 %).

18/20 tablets - not more than = 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonee =+ 10 %;
2/20 tabnertok — He 6osee + 20 %.

Unit-3 / Tabn-3

Unit-2 / Ta6n-2 94 %
93% | 5% Q)

Unit-4 / Tabn-4 101 %
Unit-5 / Taba-5 97 %
Unit-6 / Tab61-6 97 %

4 Disintegration time / 00 min 15 sec / 00 mun 15cek Not more than 3 min. / He 6onee 3 MuH.
PacnapaemocTn
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99% | Not less than 75% (Q) of
Ci5H13NO3*C4H 1 NO; (ketorolac

tromethamine) in 15 min. / He meHee
CisHi3NO3+C4H 11 NO;3
(keToposaka TpoMeTaMuH) yepe3 15 MuH.

Remarks: The Prodict conforms to ND/
Mpsmeuanne: TTpooykt cooTBeTcTBYET TPeboBanuam HJI

Conclusion: APPROVED /
Zakaouenne: OTOBPEHO

Prepared by /
IMonrorosneno: Pravesh Rana

Checked by /
, / [Ipoeepeno: Ramakant

Approved by: Manager/Executive /
Opobpeno: Menemkep / Pykosonutens
Amit Kumar P A

N~ —

!

Reprint Date /
Jara: 21.06.2025

Reprint Date / ;
JlaTta: 21.06.2025

Reprint Date / i
Jara: 21.06.2025

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
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Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Read, Baddi,

Disit. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS . . 08165 SE001.02

i - i1
[ B e S

CEPTU®UKAT AHAJU3A 0 ieddys.com

Product :-__l__(?torol Express (ketorolac) Orally Disintegraﬁng Tablets 10 mg
Hpoaykr: Keropoa® Ixenpece (keToponak) Taf1eTKH, JuciieprapyemMble B H0JI0CTH pTa, 10 mr

Market / Poirox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne e vt O6beM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002972145 Date of Analysis / - 21.06.2025

AHaguTndecKH# oTuer Neo JlaTa aHanu3za -

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jlara npoM3BoACTBA Tonen go

Mfg. License No. / . .

I pon3BoaCTBEHHAS : MNB/05/263 QIS numBeray ; JII-Ne(004669)-(PT-
Homep PY RU)

JHIeH3Hsm Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page50f9/Crp.Sn39

No Test / [lokazaTenn Results / PesynbTaTh! Specification / Hopma
Ne
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JuncnepcHocTb 710 pm sieve is formed. / Obpa3syertcs
OJHOPOIHAs CYCHEH3Hs, MpOoXOoIsas
CKBO3b CHTO C pa3MepoOM OTBEpCTHiA
710 MKM.
7 Impurities / IIpumecn
1-hydroxy analog of Below LOD (LOD = 0.0010 %)/ not more than 0.5 %; / ue Gonee 0,5 %,
ketorolac: / Husxe npenena oGuapy»xenus (ITO =
l-ruapokcuananor 0.0010 %)
KeToponaka
1-keto analog of ketorolac / not more than 0.8 %; / ue 6onee 0,8 %;
1-xeToanasnor xetopoJaka 0.05%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %,
enHUYHas 0.02%
HeHAEeHTH(GUIMpOBaHHASA
npuMech
total impurities / R B 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cymma Ipumecei
8 | Water content/ 25 % Not more than 7.0 %. /
CopepxkaHne BOAbI He 6onee 7,0 %.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeyanue: ITpoaykt cooTBeTcTBYET TpeboBanusam HJI 3axmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: Pravesh Rana /% IIpoeepeno: Ramakant Onobpeno: Menemxep / Pyx\ononmeﬂb
. Amit Kumar :
& Wit st
Reprint Date / Reprint Date / | Reprint Date / i
Hara: 21.06.2025 Hara: 21.06.2025 JaTa: 21.06.2025

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.dneddys.coii




Dr.Reddy'’s ":"

CERTIFICATE OF ANALYSIS _

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

Viil. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.F., 173 205, INDIA

CEPTUDPUKAT AHAJIN3A

Tel ;121 58166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 I;Ig

Ipoaykr: KeTopon® Jkcnpecc (keropo.ax) Tab1eTKH, AHCHEPrHpyeMble B N0JI0CTH pTa, 10 Mr

‘Market / Prinok

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2501224 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002972145 Date of Analysis / . 91.06.2025

AnanuTnyeckui oryer Ne 1 Jata anaanza

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

Jara npoH3BoACTBA Topen go

Mfg. License No./ ]

IIpouseoAcTBEHHAS : MNB/05/263 SEARUMBE . JII-Ne(004669)-(PT-
Homep PY RU)

auneH3ust Ne

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

Page 6 of 9/ Crp. 6 13 9

1}? Test / ITokazaTennb Results / Pe3yabTaTsl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHM4ecKne paCTBOpH;e.HH'
Isopropyl alcohol / 07 pg/tab / Not more than'350 pg/tab. /
HzonponaHon 07 Mkr B TabneTke He 6onee 350 Mkr B TabneTke.
10 Micrebiglegical purity*/ Muxpofuonoruueckag unucrora*®
Total Aerobic Microbial NA not more than 10°> CFU/g; /
Count / obLiee 4HCIIO He 6onee 10° KOE/T;
a3po6HBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10°> CFU/g; /
mold count / o61nee yncio He 6onee 10> KOE/T;
JPOMOKEBBIX M IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCyTCTBHE B 1 T
11 Uniformity of dosage units / 35 Acceptance value (4V) not more than
OnHopoaHoCTh 15.0 IToka3zatens npuemiemoctu (AV)
NO3MPOBAHHBIX €ANHHLL JoskeH ObiTh He Oonee 15,0.

Remarks: The Product conforms to ND/
pumeyanue: [Ipoaykr cooTseTcTyeT TpeboBanuam HJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / . | Checked by / Approved by: Manager/Executive /
[loaroroeneno: Pravesh Rana / [IpoepeHo: Ramakant OnobpeHo: Menemxkep / PykoBoautens
/ Amit Kumar Vo)
5 / /\/ —
Reprint Date / Reprint Date / Reprint Date /  °

Jara: 21.06.2025

Hara: 21.06.2025

Jara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



@
Dr.Reddy’s ‘;"

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIN3A

Tel : +91 58166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Ixcnpece (keroposak) TabeTkH, AucHeprupyemMeie B oJI0CTH pra, 10 mr

Market / Prinox

:Russia / Poccus

JHueH3us Ne

Batch No / V2501224 Batch Quantity / 3600000 tab /
Cepus Ne ' Oo0bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002972145 Date of Analysis / - 21.06.2025
AHanuTHYecKHH oTdeT Ne Jarta anaausa
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
JaTa nponsBoacTBa T'onen a0
Mifg. License No. /

) MA number: / - JITI-Ne(004669)-(PT -
IIpousBogcTBeHHAs : MNB/05/263 Homep PY " RU)

Analysis performed according ND: / Anann3s nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page70f9/Crp. 7u39

No
No

Test / [loka3arennb

Results / Pe3syabTaThl

Specification / Hopma

onpeaesieHue

12 Assay / KosinuecTBeHHOe

10.0 mg / 10.0 mr
(100.1 %)

From 90mg to 11.0 mg of
Ci5H;3NO3*C4H [ 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
1 1,0 Mr C15H]3NO3°C4H11NO3
{reToponaxa TpomeTtamuH) (0T 90,0 no
110,0 % oT 3asBJICHHOIO KOJUYeCTBa) B
TabneTke.

content /

13 Butylhydroxyanisole
CoaepxkaHue
OYTHJITMAPOKCHAHU30/12

0.0862 mg/tab /
0.0862 mr B TabneTke

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

14 Package description /
Onncanne ynakoBku

(PA/AL/PE

BKJIZBIILIEM B
KapTOHHYIO.

10 tablets in a blister of

desiccant/HDPE) foil // (PE/AL)
foil. 2 Dlisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
6naucrepe w3z (ITA/AJI/IID ¢
BrnaromnorioturenaeM/II2BIT)

¢donseru // (II13/AJT) donsru. Io
2 6aucTtepa BMecCTe C JINCTKOM-

with

Hayky

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 Tabnerok B
Gnucrepe u3 (TTA/ATI/TID c
snarononiotureaeM/ITOBIT)  doneru //
(TI3/AJ1) doneru. Ho 1 unm 2 6nuctepa
BMeCTE C JIKCTKOM-BKJIAbILIEM B IaYKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
Ipumeuatue: {IponykT coorBeTcTBYeT Tpeboranusam HJJ

Conclusion: APPROVED /
3akarwuenne: OJOBPEHO

Prepared by /

IToarorosneno: Pravesh Rana /

Checked by /
IIpoBepeno: Ramakant

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pyxgnonmem;

Y/ g Amit Kumar \ —
Reprint Date / Reprint Date / Reprint Date / |
Hara: 21.06.2025 Hara: 21.06.2025 Hara: 21.06.2025

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

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

CIN: L85195AP1584PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTU®HUKAT AHAJIM3A

Tel : +91 58166 56001-02

www.drreddyvs.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 l_ng
IIpoaykr: Keropos® Jxcnpece (keroposiak) TabaeTKH, JHCHEPrHpyeMble B N0JI0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / ] , Batch Quantity / 3600000 tab /

Cepus Ne + V2501224 O61em cepun " 3600000 tab

Analytical Repourt No / - 040002972145 Date of Analysis / . 21.06.2025

AHannTH4ecKHii oTyeT Ne JlaTa ananH3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

Jara npou3BoacTBa TI'ogen go

Mfg. License No. / . .

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

JHueH3us Ne

Analysis performed according ND: / Auanun3s nposenen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224

Page8 of 9/ Ctp. 8 m3 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.

* TIpu BbINYyCKe JIEKaPCTBEHHOT0 MPeNapaTa KOHTPOJIb KauecTBa Mo nokasatento «MukpobHonoruieckas
YUCTOTA» NPOBOAUTCH IS Kaxkao# 20-0ii cepuu, Wiy AJ1s1 OAHOH cepHM B rojl, B 3aBUCHMOCTH OT TOI'0, YTO

HACTYIIUT paHbILIE,

API name / Haumenopanne A®C: |

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

INN/MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepuu nponspoauresst APC:

ABSH001016, ABSH001017

FP Manufacturer API Batch number /
Homep cepun cyGcTAHIHH NPOH3BOAHTENNA
TJId:

FESA00165, FESA00167

API Manufactured by & country /
Ipouspogutenp A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc JIta., Uuamns

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHme, afgpec, JTHIEH3IHA AJIA J-p Pennu’c Jlaboparopuc Jita., MUnaus, [lponssoacTteeHHOe
IIponzeoacTBenHasn niomanka / [lnomanka nopapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bagau, Juctpukr
KOHTPOoJI KayecTsa / Ilomanaka Bpimycka Conan, X.I1., 173205, Uamus (nunensus 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 /
[Tpumesanme: TlpoaykT cooteTcTByeT Tpebosanuam HJ| 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroroeneno: Pravesh Rana /| Ipoeepeno: Ramakant Onobpeno: Menemxep / PykoBoaurens
) L Amit Kumar /‘/
2 /\ -
Reprint Date / Reprint Date / - Reprint Date / {
Jara: 21.06.2025 Hara: 21.06.2025 Hara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LR5195A4P1984PLC0O04507
www.direddys.comi



Dr. Reddy's Laboratories Ltd.

®e
/ Q@ Fermulation Unit-6
Dr' Reddy s ‘:' Vill. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tol - 191 08166 56001-02
CEPTUOHUKAT AHAJIU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpecc (keroposiak) TabieTKH, AUCIEPrUpyeMble B HOJIOCTH pTa, 10 Mr -
| Market / Poinok :Russia / Poccus
Batch No / - V2501224 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepuu 3600000 Tab
Analytical Repo:‘t No/ - 040002972145 Date of Analysis / . 21.06.2025
AnannTrHyecKkHii oTyeT Ne Jara anannsa B )
Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027
JlaTa npoH3BOJACTBA T | I'onen g0 -
Mig. License No. / ]
IIpousBoacTBeHHAN : MNB/05/263 Sl Ey ; JI-Ne(004660)-(PT-
Homep PY RU)
JHueH3usa Ne
Analysis performed according ND: / Anan3 nposegen no 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».

3aki04YeHHe 0 cOOTBETCTBHM: «HaCTOSIIMM 51 NOATBEPKAAI0, YTO TPHBEJACHHAS BbIIe HHPOPMAUs SBIIETCS
" IOCTOBEpHOM W TOYHOM. DTa cepus MPOAYKIHH MpOH3BeleHa (BKIIOYAsl yNakoBKY (MapKHUPOBKY) M KOHTPOJb
KayecTBa) Ha BBHIIIEYKAa3aHHOH TIPOW3BOACTBEHHOH IUIIoMIaAKe (IJIOIAAKax) B IIOJHOM COOTBETCTBHM C
tpebopanmsamu IlpaBun Hajutexaieli Npon3BoACTBEHHON NpakTuku EBpaszuiickoro skoHoMudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsiOps 2022) u TpeOOBaHUIMH KOHTPOIIS KA4eCTBA JIEKADCTBEHHBIX CPEJICTB,
a TaKkKe B COOTBETCTBHH cO CIIeAUKAIMAMY, COACPKAIMUMHUCS B PETHCTPAIIMIOHHOM JOChE CTPAaHBI-UMIIOPTEPA.
3amuicH 110 TPOU3BOJICTBY, YIIAKOBKE H aHAJIU3Y IIPOBEPEHBL, M YCTAHOBJIEHO X COOTBETCTBHUE TpeboBanuaM I [paBun
Ha IJIeXaIICH MpOU3BOACTBEHHOM NMpakTHKH EBpa3suiickoro 3KOHOMHAYECKOTO COI03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuarne: I1ponykr cootseTcTBYET TpeboBanusm HJI 3akiarouenue: OJJOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana [ IIpoepeno: Ramakant OnobpeHo: Menemxep / Pyxct;onmenb

o5 Amit Kumar

4 Ll‘é} /\/

Reprint Date / Reprint Date / Reprint Date / {
Hara: 21.06.2025 Jata: 21.06.2025 Jara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLCOU4507
www.drreddys.com



