Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

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

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

CEPTUOUKAT AHAJIM3A

fel : +91 95166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Jxcnpecc (keroposiak) TabieTKu, THCHEPrHPYEMbIe B OJ0CTH P74, 10 mr

Market / Poinok :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus Ne + V2500744 O0Bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002907499 Date of Analysis / - 29.04.2025

AHanuTHYeckHi oTaeT No Jara ananusa

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

Jlara npon3BoAcTBa T'onen no

Mfg. License No. / . o

ITpousBoacTBeHHAs : MNB/05/263 MA number: / . JII-Ne(004669)-(PT-
Homep PY RU)

auneHzus Ne

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

Pagelof 9/Crp. 1 m39

No . .
No Test / [lokazaTesb Results / Pe3yabTaThl 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. / Kpyritie
side. / Kpyrable miockue nnocke Tabnetkd ¢ ¢ackoi, cmerso-
TabneTku ¢ Gpackoii, cBeTIIOo- XENTOro LBeta C TPaBHpPOBKOM «I» Ha
JEJNITOro 1BeTa C TPaBUPOBKOM OJIHOM CTODOHE.
«l» Ha OIHOH CTOPOHC.
2 Identification / Unentuduxanus

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / Y®-cniekTpbl MOIOLIECHUS
UCIILITYEMOTO  pacTBOpa M pacTeBopa
cTagmapTHOro  ofpasua  KeToponaka
TpOMETaMHHa JOJDKHBI UMeTh
MaKCHUMYyMbl IPH OJHOM M TOH e JUIHHE
BOJIHEI (+ 2 HM).

Remarks : The Product conforms to ND/
TIpumeuanue: IIpoaykT cooTBeTcTBYET TpebopanuaM HJT

Saka

Conclusion : APPROVED /

wuenne: OJJOBPEHO

Prepared by /

IToaroToBneHO: Ramakant

g

Checked by /
[poeepeno: Pardeep Kumar

=l

Amit

Approved by: Manager/Executive /
Onob6peno: Menemxkep / Pykosoaurenb

Kumar A

N——

Reprint Date /

JlaTa: 29.04.2025

Reprint Date /
Jara: 29.04.2025

Reprint Date / }
JaTa:

29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




| 5
Dr.Reddy’s €8

Dr. Reddy's Laboratories ttd.

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

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

CEPTUOUKAT AHAJIU3A

fel 1 +91 93166 5G00L-02

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

Tpoaykt: Keropon® Jkcnpecc (keropoaak) TabierTks, JHCIeprupyemMble B OJOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus No V250078 O0BeM cepun " 3600000 Tab

Analytical Repovrt No/ - 040002907499 Date of Analysis / . 29.04.2025

AHaauTHYecKHi oTuer No Jdata ananuza

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

Jara npouzBoacTBa T'omen no

Mifg. License No. / . o

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

annensus Ne

Analysis performed according ND:

/ Ananns nposeaen no H/: JITI-Ne(004669)-(PI'-RU)-190224

Page2of 9/Crp. 2 m39

No
Ne

Test / IloxasaTenn

Results / PesyabTaThl

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). / Bpewms ynepxuBaHus
OCHOBHOIO THKa Ha XpoMatorpamme
UCTIBITYEMOTrO pacTBopa JOJIKHO
COOTBETCTBOBATh BPEMEHU YASPKUBaHKs
OCHOBHOrO IHKa Ha XpoMarorpamme
pacTBopa CTaHOAPTHOTO obpasua
KeTopoyiaka  TpoMeTamuHa  (pasgmen
«KoynuecTBEHHOE OTIpeeNieHne).

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilponykr cooTseTcTBYeT Tpeboranusam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

INoxrorosneno: Ramakant

T /

Checked by /
Ipoeepeno: Pardeep Kumar

=

Approved by: Managet/Executive /
Onob6peno: Menemxep / Pykosoaurens
Amit Kumar /\ -

.-/‘//

Reprint Date /

Hara: 29.04.2025

Reprint Date /
Jara: 29.04.2025

Reprint Date / |
Hara: 29.04.2025

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: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

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

CEPTU®UKAT AHAJIM3A

Tel : +91 Y5160 H0001-0z

wiww drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keroposa® Jkcnpece (keTopouak) TabieTkH, AMCIeprupyeMble B 0J10CTH pra, 10 mr

Market / Peinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne 3 V2S00 O0Bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002907499 Date of Analysis / . 99.04.2025

Anamuruvyeckuit oryer Ne JlaTa anaiau3a

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

Jara npon3BoacTsa I'open po

Mfg. License No. / .

IlpousBoACTBeHHAS : MNB/05/263 MA number: / y F=IE (0260 (P
Homep PY RU)

JHeH3nsa Ne

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

Page30of9/Crp.3 w39

No

No Test / [lokasaTennb Results / PesyabTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CoOOTBETCTBYET The retention times of 2-
Bymuazudpoxcuanuszon 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). / BpemeHa
yIOEePKUBAHUSA ITHKOB
2-0yTHIrMApOKCHAHN3011a "
3-0yTHIrHApOKCHUaHU30Ja Ha

XpoMaTorpaMmme HUCHbITYyEMOTO pacTBoOpa

IOJDKHBl  COOTBETCTBOBAThL  BpPEMEHAM
yAepKUBaHHA MIHKOB
2-6yTHITHAPOKCHAHU30MIa "
3-OyTHATHAPOKCHAHM3011a Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHOIO
obpasua OyTUNrHAPOKCHAaHU30Ma (pasae
«CopaepxaHue

Oy THITHIPOKCHAHH30IIA).

Remarks : The Product conforms to ND/
Mpumeuanue: IIpoaykT cooTBercTBYeT TpeboBanuam HJI

3akn

Conclusion : APPROVED /

wuenne: OJJOBPEHO

Prepared by /

IMoarortosieno: Ramakant

Li73

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoauresns

Reprint Date /

Jara: 29.04.2025

Qf/ Amit Kumar L
= A== o
Reprint Date / Reprint Date / !
Jlara: 29.04.2025 Jlarta: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Iills, Hydcerabad - 5000621, Telangana, India
Toi: +01 40 4900 2900, Fav: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-C2

wiwww.arrecgys

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jxcnpecc (keToposnak) TabieTkH, THCIEprUpyemMble B OJOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / - 3600000 tab /

Cepns Ne - V2500744 O6bem cepun ~ 3600000 Tab

Analytical Report No/ . 040002907499 Date of Analysis / . 29.04.2025

AnanmutHyeckuii oryer No Jata ananau3a

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

JlaTa nmpousBoacTBa T'ogen a0

Mfg. License No. / . o

IponssoacTEennas : MNB/05/263 MA number: / L e L
Homep PY RU)

JHueH3Hs Ne

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

Page 4 of 9/ Crp. 4 w3 9

i? Test / Iloka3aTenb Results / Pe3yabTaThi Specification / Hopma
3 Average weight / Cpennsis 69.9 mg / 69.9 mMr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Macca . Ot 67,2 Mr g0 72,8 mr (70,0 Mr + 4,0 %).
Complies / CoOoTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHopoAHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonmee =+ 10 %;
2/20 tabnetok — He Oonee + 20 %.
4 Disintegration time / 00 min 10 sec / 00 mun 10 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTBopenne Unit-1/ Ta6a-1 101 % Not less than 75% (Q) of
. Ci5H3NO3°C4H 1NO; (ketorolac
Unit-2 / Tabsr-2 103 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 93 % 75 % Q CisHi13NO3*C4H1NO;
. (keTopoiaka TpOMETaMHH) depe3 15 MUH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykr coorBeTcTBYET TpeboBanusam HJI

3aka

Conclusion : APPROVED /

wuenne: OJOBPEHO

Prepared by /

IToarorosneno: Ramakant

Checked by /
Ipogepeno: Pardeep Kumar

Approved by: Managet/Executive /
Onobpeno: Menemxep / PykoBonurens

Amit Kumar L
Blut s e
Reprint Date / : Reprint Date / Reprint Date /
Hara: 29.04.2025 Hara: 29.04.2025 Hata: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 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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CERTIFICATE OF ANALYSIS

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

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

CEPTUHO®UKAT AHAJIM3A

jel r+91 95108 50001-02

nAL CLETedoys.Com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keToposiak) TabierkH, AHcneprupyemMbie B H0JA0CTH PTa, 10 mr

Market / Poinok :Russia / Poccns

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne - V2500744 O0veM cepun " 3600000 Tab

Analytical Repog‘t No/ - 040002907499 Date of Analysis / . 29.04.2025

AnaguTHueckuii oTuer Ne B Jarta anan3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoaCTBA T'onen oo

Mfg. License No. / _ MA number: /  JITI-Ne(004669)~(PT -

IIpousBoacTBeHHast : MNB/05/263 :

Homep PY RU)
JuneH3us Ne

Analysis performed according ND: / Anaaus nposeaes no HJI: JII-Ne(004669)-(PT'-RU)-190224

PageSof9/Crp.Su3 9

No |

Test / [Toka3zaTenn
No

Results / PesyabTaThl

Specification / Hopma

6 Particle size distribution /
AucnepcHOCTb

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / Obpazyercs
OJIHOPOJHAs CYCIEH3HA, TNPOXOdsmas
CKBO3b CHUTO C pa3MepoM OTBEpcTUi
710 MKM.

7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcHaHaIor

Below LOQ (LOQ = 0.0032 %)
/ Hixe npepnena
KOJIUYECTBEHHOTO ONpEAeNIEHHSA

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

CopaepxaHue BOABI

KeToponaka (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He Gonee 0,8 %;
1-KeToaHaJIOT KeTopoJiaKka
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
eIMHUYHAsA ’
HeuaeHTUGULUMpOBaHHAA
NpUMEChH
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CcyMMa Npumecet

8 Water content / 2.5% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/

IMpumeyanue: [Ipoaykr coorseTcTByeT TpebGoBanusam HJI

Conclusion : APPROVED /
Zakarwuenne: OJJOGPEHO

Prepared by /
IMoarororneHo: Ramakant

W al

Checked by /
[Mpoeepeno: Pardeep Kumar

Approved by: Managet/Executive /
Opo6peno: Menemxkep / PykoBoautens

J{ Ammit Kumar J\( ;
¥

Reprint Date /
Hara: 29.04.2025

Reprint Date /
Hara: 29.04.2025

Reprint Date /
Jlata: 29.04.2025

kaplswered Office. 3-2-337, Road No. 3, Danjora Hi

Tal: 461 40 1800 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCO04507
www. drreddys.com




‘..' Dr. Reddy's Laboratories ttd.
! e Formulation Unit-6
Dr' Reddy s ® Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt Solan, H.P, 173 205, INDIA
CEPTUDOUKAT AHAJIN3A Tel; +91 98165 56001-02

u drreddys.com

Product : Flr(otorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Ipoaykt: Keropoa® Ixcenpece (keroponak) TabaerkH, Iucneprupyespie B noJ10cTH pra, 10 mr B

Market / Bbiok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne V2500744 O6bem cepun " 3600000 Tab

Analytical l?epo\‘rt No/ - 040002907499 Date of Analysis / - 29.04.2025

AHanuTH*™ICkKH# oTyeT Ne B T | laTa anajusa -

Date of M anufacture / . 04/2025 Date of Expiry / . 032027

JlaTa npoM3koacTBA | T'ogen no

Mifg. Licemse No. / . .

ITpousBoACTBeHHAS : MNB/05/263 LT e : LGl R U
Homep PY RU)

aunensus N

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

Page 6 of 9/ Crp. 6139

—

1;,? Test / [Toka3zaTesnnb Results / Pe3yabTathl Specification / Hopma
9 Residual solvents / OcTaTouyHble OpraHHUYecKHe PACTBOPUTENH
Isopropyl alcohol / 11 pg/tab / Not more than 350 pg/tab. /
H3onponaxon 11 mxr B Tabnetke He 6onee 350 Mkr B TabneTke.

10 Microbioclogical purity*/ Muxpo6uonoruyeckas yucrora*

| Total Aerobic Microbial not more than 10 CFU/ g/
Count / obl1ee Yyucao NA He 6onee 10° KOE/T;
a3poOHBIX MHKpPO-

OpraHu3MOB

Total Combined Yeast and not more than 10> CFU/g; /

mold count / ob11iee 4UCIO NA He 6onee 10> KOE/r;

IOPOMOKEBBIX U IJIECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBUE B 1 T,

11 Uniformity of dosage units / 4.4 Acceptance value (4V) not more than
OnHopoaHOCTh 15.0 Tloka3atens npuemneMocTu (AV)
MO3MPOBAHHLIX €AUHHUL JIOJDKEH OBbITh He 6onee 15,0.

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

[Tpumeyanue: TlpoaykT cootsercTByeT Tpebosanuam HJL 3akmouenne;: OJOBPEHO

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

IToaroroeneHo: Ramakant Iposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / PykoBoauTens
A Amit Kumar L

Reprint Date / g Reprint Date / Reprint Date / .

Nara: 29.04.2025 Jara: 29.04.2025 Jara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 1900 2200, Fav: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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

CEPTUDPUKAT AHAJIN3A

el +91 58160 50001-U2

drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: KeTopoa® Jkcnpece (keToposiak) TabaeTkH, AHCNEPrHPyeMble B OJOCTH PTa, 10 mr -

Market / PoiHOK :Russia / Poccus

Batch No / X Batch Quantity / 3600000 tab /

Cepusn Ne } Vsl O06bem cepun " 3600000 Tab

Analytical Repourt No / - 040002907499 Date of Analysis / . 29.04.2025

AHagauTHYecKHH oTyeT No Jara anannza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jlara npou3BoAcTBa I'oxen 1o

Mfg. License No. / ) o

Ilpon3sBoacTBeHHAS : MNB/05/263 MU mumbersy g JILIEN(00S6GP(RIE

Homep PY RU)
JHueH3us Ne

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

Page70f 9/Crp. 739

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6nucrepe n3 (I[MTA/AJI/IIS ¢
BnaronoriotureneM/I13BIT)
¢donbru // (II3/AJ]) donsru. ITo
2 Onuctepa BMECTE C JIUCTKOM-
BKJIA/IBILIEM B nauxy
KapTOHHYIO.

I;.? Test / [TokasaTeaeb Results / PesyanTaTul Specification / Hopma
12 Assay / KoinyecTBeHHOe 9.9mg/9.9 mr From 9.0mg to 11.0 mg of
onpeaeseHue (98.9 %) C15H3NO;3+C4H|1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr Ko
ll 1,0 Mr C15H13NO3'C4H1 1N03
(keToponaka Tpomeramud) (ot 90,0 mo
110,0 % OT 3asBJAEHHOTO KOJIUYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0893 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0893 mr B TabneTke He menee 0,042 mr B TabyieTke.
OyTHJITHAPOKCHAHM30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 TabneTok B
bauctepe u3 (ITA/AJI/TID c
snaronornotutenem/II13BIT)  donbru //
(I13/AJI) ¢oneru. ITo 1 unu 2 6auctepa
BMECTE C JIMCTKOM-BKJIAJbIIIEM B Ma4ykKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[pumeuanue: IIpoaykr coorBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOGPEHO

Prepared by /
IMToarorosneno: Ramakant

Jola

Checked by /
TIporepeno: Pardeep Kumar

= —

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBonurens
Amit Kumar -

]\//

Reprint Date /
Hata: 29.04.2025

Reprint Date /
Jara: 29.04.2025

Reprint Date /
Jara: 29.04.2025

A a0

Registered Office: 3-2-337

7, Road Mo. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol: +91 40 :1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www drreddys.com




o Dr. Reddy's Laboratories Ltd.
i ’ °® Formulation Unit-6
Dr° R eddy s q” Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTUO®HUKAT AHAJIU3A Tel : +91 98165 56001-02

Product : ’_ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Tponykr: Ketopon® xcnpece (keroposak) TabiieTKH, A¥cHeprupyemble B H0J0CTH pTa, 10 mr
Market / Boinok :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne § V2500744 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002907499 Date of Analysis / . 20.04.2025
AHaJTHTH*¢CKHH oT9eT Ne JaTa anaaunza
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jarta npo®3BOACTBA T'onen g0
Mfg. Licemse No. / . .
11 PS——— . MNB/05/263 MA number: / ; CHNS(OO6605-(ER=

Homep PY RU)

JIHIeH3ust Ne
Analysis performed according ND: / Anaans nposeen no HJ1: JHI-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Ctp. 8 uz 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.
* [IpH BbINycKe JICKaPCTBEHHOr0 MpenapaTa KOHTPOJIb Ka4ecTBa 0 nokasareio «Mukpoduosoruyeckas
YUCTOTa» MPOBOAMTCS IS Kaxoil 20-oif cepun, WU A1 OJHOI CepUH B Iof, B 3aBHCHMOCTH OT TOIO, 4TO
HACTYIMT paHblLe.

API name / HanmenoBanune ADC: Ketorolac tromethamine / Ketoposaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABRH009745

Homep cepun npouzsoauteia ADC:

FP Manufacturer API Batch number /

Homep cepHH CyOCTAHIHH NPOH3BOIHTEIS FESA00032

IJd:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponzeoguTteab A®C, crpana: J-p Pennu'c JIaboparopuc Jlta., Uanus

Name, address, authorization No for kP 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) /

HaumMenosaHue, aapec, JUIEH3NA I J-p Pennu’c Jlaboparopuc Jitn., Unmus, [IpousBoacTeenHoe
IIpoussoacTBeHHas miomanka / [lnomanka noapaszaenenue-6, Bunn. Kxons, Hanarapx Poya, bannu, Juctpukt
KoHTpo A KavecTsa / Iltomagka Beinycka Conan, X.I1., 173205, Unpus (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 /

Ipumeuanue: IIponykr coorBercTByeT TpebopanuaM HJI 3axmouenne: OJIOBPEHO

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

IMoaroroeneHo: Ramakant ITpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PyIt(iBOLH/ITeJ'IB
%»l\ C}d-/ C = Amit Kumar /\ //

Reprint Date / ' Reprint Date / Reprint Date / i

Hata: 29.04.2025 JHara: 29.04.2025 Hara: 29.04.2025

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: mail@drreddys.com
CIN: L85195AP1384PLCO04507
www.drreddys.com




‘. o Dr. Reddy's Laboratories Ltd.
! A Formulation Unit-6
Dr= Reddy S " Vill, Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUO®HUKAT AHAJIM3A  Tel:+91 98166 56001-02

YALYATAAL

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

TpoaykT: Keropon® Dxcnpece (keroposak) Tab/ieTkH, IHCHEPrUpYeMbIe B HOA0CTH pTa, 10 Mr -

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Nz V2500744 O0bem cepun " 3600000 Tab

Analytical RepOft No/ - 040002907499 Date of Analysis / . 99.04.2025

AHaTuTH YecKHH oTdeT Ne JaTa ananusa

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

Jara npoM3BoACTBa T'open oo

Mfg. License No. / . .

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

JHIeH3HA Ne

Analysis performed according ND: / Auanu3 nposegen nmo 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/I04YeHHe 0 COOTBeTCTBHH: «HacTosmuM 1 MOATBEPIKAA0, YTO MPUBEACHHAS BBIIIE HHQOPMALIHS SABJISETCS
IOCTOBEpHOH ¥ TOYHOM. DTa cepHs IPOAYKIMH NPOU3BeAeHa (BKIIOYAA YNAKOBKY (MapKMPOBKY) M KOHTDOIb
KadecTBa) HA BBINIEYKA3aHHOM NPOM3BOACTBEHHOM IUIomaaKke (IUIOMIaAKaX) B MOJHOM COOTBETCTBHH C
Tpe6oBaHmamu [IpaBHI HamJIexkalleil MPOM3BOICTBCHHON MPaKTHKH EBpasuiickoro skOHOMHYECKoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeboBaHHAMH KOHTPOJIS KAYECTBA JICKAPCTBEHHBIX CPE/ICTB,
a TaKkKe B COOTBETCTBHH CO CHeNUbUKAMSIMH, COACPKAIIUMHCA B PETHCTPAI[HOHHOM JIOChe CTPaHBI-HMIIOPTEDPA.
3amucH 10 IPOU3BOJICTRY, YIIAKOBKE M aHAIH3Y POBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeOOBaHHsM 1IpaBH
HaJIeXAIEH IPOU3BOACTBEHHON MpakTUKH EBpazuiCcKOro 3KOHOMHYECKOTO COK03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusM HJQ 3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INMoarotosneno: Ramakant IMposepeno: Pardeep Kumar | Ongo6peno: Menemxkep / Pykosoauresns

M@ 4‘_’: Amit Kumar | [\/ /L

Reprint Date / ) Reprint Date / Reprint Date / '
Iara: 29.04.2025 Jara: 29.04.2025 Jara: 29.04.2025
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www.drreddys.com




