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

ITpoaykr: Keropoa® Drcnpece (keroponak) TabiaeTkn, AHCHeprupyemple B MoJocT pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus N2 p VDDA Ob61bem cepun " 3600000 Tab

Analytical Report No/ . 040002843425 Date of Analysis / . 11.03.2025

AHanuTHyeckuii oTuer No Jara ananausa

Date of Manufacture / . 02/2005 Date of Expiry / - 01/2027

Jata npon3BoacTBa T'onen no - .

Mfg. License No. / ] .

IlpoussoacTBeHHAS : MNB/05/263 S AR eE: ] : S (G000
Homep PY RU)

JHUeH3us Ne

Analysis performed according ND:

/ Ananus nposegen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Pagelof 9/Crp.1mn39

N . .

.N‘:) Test / Iloka3aTesb Results / PesynbTaThl Specification / Hopma

1 Description / Onncanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrisie
side. / Kpyrnble miockue mrockue Tabnetku ¢ (ackol, cBeTyIo-
TabneTku ¢ Gacko, cBeTI0- JEJNTOro lBeTa ¢ IPaBUPOBKOH «I» Ha
XEJITOTO LIBETa C IPaBHPOBKOI OIHOI CTOPOHE.
«I» Ha OTHOM CTOpOHE.

2 Identification / UaenTuduxanus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTphl NOIJOLIEHUA
HCMBITYEMOTO  PacTBOpa M pacTBOpa
CTaHOapTHOro  ofpasla  KeTopoJsiaka
TpOMeTaMMHa JIOJDKHEI UMETh
MakCHMYyMBbI MpU OJTHOH U TOif e JJIuHe
BOJIHEI (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cootBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akirouenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Yogcs?(_‘hauhan

a

[
L

Checked by /
IpoBepeHo: Santosh Kumar

Maurya ,\%

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykoponuresns

Amit Kumar R
_/\//
1

Reprint Date /
Jara: 11.03.2025

Reprint Date /
Jara: 11.03.2025

Reprint Date /
Jara: 11.03.2025
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon® Dxenpece (keTopoiak) TabJeTKH, AUCIIeprupyemble B 110J10¢TH pTa, 10 mr

Market / Poinox

:Russia / Poceus

Batch No / . Batch Quantity / 3600000 tab /

Cepus N2  VEOLe Oo0nem cepuu " 3600000 Tab

Analytical Repo\}‘t No/ . 040002843425 Date of Analysis / - 11.03.2025

AHanuTHdecKnii 0TyeT Ne HJaTta ananusa

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

Jara nponiBoacrea I'open go B

Mfg. License No. / . .

Ilpon3BoAcTBEHHAS : MNB/05/263 R I, PR § B EOCEE U=
Homep PY RU)

JHueH3udA No

Analysis performed according ND: / Auaun3 nposeges no H/I: JITI-Ne(004669)~(PI'-RU)-190224

Page2 of 9/ Crp.2 u3 9

No
Ne

Test / [Toka3aTennb

Results / PesyabTaTh!

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 ynepxuBaHUA
OCHOBHOrO TMHKa Ha XpoMarorpamme
HCIBITYEMOTO pacteopa IOJDKHO
COOTBETCTBOBATh BPEMEHU YAEPKHUBaHHUS
OCHOBHOIO I[IHKa Ha XpoMarorpamme
pacTBopa CTaHAAPTHOTO obpasua
KeTopoNaka  TpoMeTaMHHa  (paszen
«KonuyecTBeHHOE ONPENEIEHUEY).

Remarks : The Product conforms to ND/
INpumeuanue: Ipoaykr coorBercTByeT TpeboBaHUsmM H/I

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Jara: 11.03.2025

Hara: 11.03.2025

INoaroroeneno: Yogesh Chauhan | IIpoeepeno: Santosh Kumar | Ogo6peHo: Menemxep / PykoBoauresns
- Maurya Amit Kumar T
1 a & N
Reprint Date / = Reprint Date / Reprint Date / !

Jara: 11.03.2025
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CERTIFICATE OF ANALYSIS 7 77 10 172 205 DA
CEPTH(I)I/]]{AT AHAJ]I/I3A »;:;‘ JLJJJ.QU YU LTS
wwwwLdire 5.com

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

poaykr: Keropoa® Dxcnpece (keToposak) TadneTkH, JHCHeprupyemMble B M0I0CTH pTa, 10 mr

Market / Prinok :Russia / Poccus
Batch No/ . Batch Quantity / . 3600000 tab /
Cepus Ne s MR O6beM cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002843425 Date of Analysis / . 11.03.2025
AHajguTHYecKHH oT4eT Ne JaTta apaiansa
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
JlaTta npon3BoACcTBa | T'open no
Mfg. License No. / . .
ITpousBoacTBEHHAN : MNB/05/263 S numbEr v : EE(OE6 )=l

Homep PY RU)

aunenzus Ne

Analysis performed according ND:

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

Page30f9/Crp.3 m39

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«ConepxaHue
OYTHUITUAPOKCHARU30IIAY).

i.f Test / Iloka3arenb Results / Pe3yabTaTsbl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBEeTCTBYET 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-

3-
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / Bpemena
yIEepPKHUBaHUS ITUKOB
2-0yTHITHAPOKCHAHU30J1A u
3-0yTUITHAPOKCHAHU30IA Ha

XpoMaTorpaMMe UCIBITYEMOTO pacTBOpa

JOJDKHBl  COOTBETCTBOBAaTh  BpEMEHaM
yIAepPKHMBAHHSA TITUKOB
2-6yTUITHAPOKCHAHU301a I/I
3-6yTHIrHAPOKCHAHU301a Ha

XpoMaTorpaMme pacTBopa CTaHAApTHOTO
o0pasia OyTiirnapokcHasnzona (pasaen

Remarks : The Product conforms to

ITpumeuanue: [IponykT cooTBeTCTBYeET TpeboBaHuamM HI

ND/

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
[Moarorosneno: Yogesh Chauhan

/:'5’;,/ |

Checked by /
ITpoeepeno: Santosh Kumar

Maurya @3

Approved by: Manager/Executive /
OnobpeHo: Meuemxep / PykoBonurtens
Amit Kumar N

N —"

A]

Reprint Date /
Jara: 11.03.2025

Reprint Date /
Jara: 11.03.2025

Reprint Date /
Jlata: 11.03.2025

g, 4, Bengara Rills,
3600 2809

erabFd

- 500034, i2langana, India

CErnailr maili@ drreddys com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Jkcnpece (keToposak) TabsIeTKH, UcHeprupyeMsie B HoJocTh pra, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / - V2500378 Batch Quantity / . 3600000 tab /

Cepus Ne ' O0Bem cepun " 3600000 Tab

Analytical Report No/ . 040002843425 Date of Analysis / . 11.03.2025

AHaguTHuecKHi oTuer Ne Jara anannsza

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

JlaTa npou3BoOACTBA Togen oo

Mfg. License No. / ) o

IIpou3BoAcTBEHHAs : MNB/05/263 SR A ; BN E(HOCR IS
Homep PY RU)

JIHIeH3ns1 Ne

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

Page4 of 9/ Crp. 4 u3 9

1}? Test / [TokazaTenn Results / PesyabTaTht Specification / Hopma
3 Average weight / Cpeausisi 69.5 mg/ 69.5 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 %;
OaHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He OGoyee = 10 %;
2/20 Tabnetox — He Gonee = 20 %.
4 Disintegration time / 00 min 28 sec / 00 MuH 28 cek Not more than 3 min. / He 6onee 3 MuH.
PacnagaemMocTh
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 96 % Not less than 75% (Q) of
. CisH;3NO3+C4H 1 NO3 (ketorolac
Unit-2 / Ta6n-2 ol tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 96 % 5% Q C1sH13NO3+C4H11NO;3
) (keToponaka TpoMeTaMHuH) uepe3 15 MuH.
Unit-4 / Ta6n-4 96 %
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 102 %

Remarks : The Product conforms to ND/
IMTpumeuanue: IlpoaykT coorBeTcTBYET TpebOoBaHuaM HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Yogesh,Chauhan | IIpoepeno: Santosh Kumar

Approved by: Manager/Executive /
Omo6peno: Menemxkep / PykoBoautens

. ({/ P Maurya @\ Amit Kumar /\Q/:7
Reprint Date / Reprint Date / Reprint Date / )
Jata: 11.03.2025 Jlata: 11.03.2025 Jara: 11.03.2025
cderabad - 500084, Telangana, India

aily mail@drreddys,.com
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Dr, Reddy's Laboratories Ltd.
Formulation Unit-6
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

TIponykt: Keropoa® Jkcnpecc (keToposak) TabieTkn, JucneprupyemMsie B HOJOCTH pra, 10 mr

Market / Prinox

:Russia / Poceus

Batch No / _ Batch Quantity / 3600000 tab /

Cepna Ne : V2500578 O0bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002843425 Date of Analysis / . 11.03.2025

AnaguTHiecKkHii oTuet Ne JaTa ananusa

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

JlaTa npoH3BOACTBA Toxen g0 ]

Mfg. License No. / ] .

IlpouseoAcTBeHHAS : MNB/05/263 bl g B USRS
Homep PY RU)

JHueH3us Ne

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

Page50f9/Crp.S5 w39

‘1;.00 Test / [Toka3aTenb Results / PesyasTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTb 710 pm sieve is formed. / Obpazyercs
ONHOPOIHAS CYCIEH3Us, NpOXOAsias
CKBO3b CHUTO C pa3MepoOM OTBEPCTHH
710 MKM.
—
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruppokcuanaior
KeToponaka

Below LOQ (LOQ = 0.0032 %) /
Hrxe npejeina KOIMIeCTBEHHOTO
onpenencuus (ITKO = 0.0032%)

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

1-keto analog of ketorolac /
1-keToaHanor KeTopojaka

0.05%

unidentified impurity /
eIMHUYHasl
HEeHACHTHPHULHPOBAHHAS
NpUMeECh

0.02%

not more than 0.8 %; / ne 6onee 0,8 %,

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

tatal impurities /
cyMMa npuMecei

0.1%

naf mare than 1.0 %. / ve 6onee 1,0 %.

8 Water content /
Copepsxanve BOAbI

2.7 %

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

Remarks : The Product conforms to ND/
[Mpumeuanue: ITponykt cooTseTcTBYET TpebosanusaM HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
Ioarorossneno: Yogesh Chauhan

[z

Checked by /
IIporepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoautens

Amit Kumar -
peos

Reprint Date /
Jara: 11.03.2025

Reprint Date /
Hara: 11.03.2025

Reprint Date /
Jara: 11.03.2025

0 2208, Emailr s

WLCO04A507

SO0, Telangana, India

l@drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Dkenpece (keToposak) tabaerk, Aucneprupyemsie B nojgoctn pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne | Ve O6Bem cepHH " 3600000 Tab
Analytical Repourt No/ - 040002843425 Date of Analysis / - 11.03.2025
ABanuTHyeckuii oTuer Ne Hata anannza
Date of Manufacture / . 02/2025 Date of Expiry / - 01/2027
Hara npon3BoacTBa I'ogen go
Mfg. License No. / ) .
IIponseoacTBEeHHAA : MNB/05/263 RIE numben:t - ']IH_'N",(004669)_(PF-

Homep PY RU)

naunensus Ne

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

Page 6 of 9/ C1p. 6 m3 9

i’o Test / [lokasaTeJb Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHuyecKHe pacTBOPUTENH
Isopropyl alcohol / 07 pg/tab / Not more than 350 pg/tab. /
Hzonponaxon 07 mxr B Tabnerke He Gonee 350 mkr B TabneTke.

10 Microbiological purity*/ Mukpo6uonoruueckas yucrora*

Total Aerobic Microbial
Count / obuiee 4ucIo

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

OpHopoAHOCTL
NO3MPOBAHHBIX €ANHUIY

NA
a3pO6HBIX MUKPO-
OpTaHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / ob1ee uucio NA He 6onee 10> KOE/T;
JPOMIKEBBIX H IUIECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 35 Acceptance value (4¥) not more than

15.0 Iloka3atens npuemaemocty (A7)
JIOJDKEH OBITH He Oonee 15,0.

Remarks : The Product conforms to ND/
Ipumeuanue: [TponykT cooTBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
Zaknwuenue: OJJOBPEHO

Prepared by / Checked by /
[oarotosneno: Yogesh Chauhan
¥

Maurya

4

[Tposepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoaurens
Amit Kumar ,\/\{

P

i

N

Reprint Date /
Jlara: 11.03.2025

Reprint Date /
JHara: 11.03.2025

Reprint Date /
Hata: 11.03.2025

a, 3, Banjara Hills, By

SG0 294G,

177
Al

SOG034, Telangana, India

daralad -

il mail@drreddys,com

1507
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon® Dkcnpecc (keToposak) TabJ1eTKH, AHCIeprupyembie B noaocts pra, 10 mr

Market / Poinox :Russia / Pocens

Batch No/ . Batch Quantity / 3600000 tab /

Cepun Ne Aol O6bem cepun " 3600000 Tab

Analytical Repog‘t No/ - 040002843425 Date of Analysis / . 11.03.2025

AHanuTHYeckuii oTyer No JlaTa anaan3za

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

Jara nponsBoacTea I'onen 10

Mfg. License No. / ] .

Ilpou3BoAcTEEHHAS : MNB/05/263 RS g E (TGRSR
Homep PY RU)

JHneH3ns Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 7 of 9/ Crp. 7 n3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
onuctepe u3  ([TA/AJV/IID ¢
sharonoraorutenem/I1SBIT)
donbru // (I13/AJ]) donsru. Ilo
2 6nHcTepa BMECTe € JHMCTKOM-
BKJTAJIBIIIEM B nayKy
KapTOHHYIO.

i.oo Test / IlokazaTesb Results / Pe3yabTaThl Specification / Hopma
12 | Assay/KoaundecTBeHHOE 9.9 mg/9.9 mMr From 9.0mg to 11.0 mg of
onpenesicHHe (98.8 %) Ci5H13NO3CsHi 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 10
11,0 Mr C15H13NO3'C4H1 1NO3
(xetoponaka TpometamuH) (oT 90,0 1o
110,0 % OT 3asABJIEHHOTO KOJIHMYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0928 mg/tab / Not less than 0.042 mg/tab. /
content / Coxaepxanne 0.0928 mr B TabneTke He meHee 0,042 Mr B TabneTke.
Oy THJITMAPOKCUAHH30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynmakoBKu (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTok B
omucrepe u3 (ITA/AJI/TID c
sraronornotureneM/[I9BIT) donsru //
(TI13/AJT) doneru. o 1 wiu 2 6aucrepa
BMECTe C JIUCTKOM-BKJIAJbIIIEM B IIa4Ky
KapTOHHYIO.

[Ny 1351

wwwditeddys.com

AP1934PLCORAS0T

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IIpoaykt cooTseTcTByeT Tpebosanuam HJ{ 3axawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Yogesh Chauhan | IIpoeepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosonurens
o = Maurya & Amit Kumar
Reprint Date / ™ Reprint Date / Reprint Date / !
Jara: 11.03.2025 Hara: 11.03.2025 Hara: 11.03.2025
Rosisterad Office. 8-2-337, ftead No. 3, Eantarn Hillg, Hycerabad - 500054, Telangana, India
Tel- +91 50 4800 2900, Fax: +81 40 1900 229¢, Email: mail@drreddys.com




Dr. Reddy's Laboratories Ltd
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/ sy Formulation Unit-6
Dr' Reddy S q-. Vill. Khol, Malagarh Road, Baddji,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTU®HKAT AHAJIU3A o e
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopoa® Ixcmpecc (keToposiak) TabieTKH, THCHeprupyemMblie B OJIOCTH pra, 10 Mr
Market / PoiHOK :Russia / Poccus
Batch No/ . Batch Quantity / 3600000 tab /
Cepus N2 i 200 O6beM cepun " 3600000 Tab
Analytical Report No/ - 040002843425 Date of Analysis / . 11.03.2025
AHanuTHyecknii oTuyeT Ne JlaTa ananu3sa
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Hara npou3BoACTBA | TConen o - |
Mfg. License No. / ] -
Ipon3BoacTBEeHHAs : MNB/05/263 SEAAumb e g e 20 ragoS(il
Homep PY RU)

JIHueH3Hs No
Analysis performed according ND: / Anaaus nposegen mo HJI: JITI-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 BLINYCKE JIEKAPCTBEHHOTO Npenapara KOHTPOJIb KauecTBa 10 MoKa3aTe/o «Mukpobuosoruyeckas
YUCTOTA» MPOBOAMTCS ANl Kaxaoii 20-0if cepun, HAHN AJIst OLHOM CEPHH B TOJl, B 3aBUCMMOCTH OT TOr0, 4TO
HACTYIUT paHbLIe.

API name / HaumenoBanne A®C: Ketorolac tromethamine / KeToponaka TpoMETaMHH

INN / MHH: Ketorolac / Keroponax _
API manufacturer batch number / ABREI008104

Howmep cepuu nponssoauteaa APC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTaHIIHH MPOH3BOAHTEA FERAQ0558

rJIo:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouzeoautenn ADC, cTpaHa: H-p Peanu'c JTabopatopuc Jlta., Unaus

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) /

Haumenosanue, agpec, JHUESH3HA M H-p Pennu’c Jlaboparopuc JIta., Unnus, IIpouzBoacTEeHHOE
HpounzsoacTBennasn miomanxa / Ilnomangka noapasaenenue-6, Buwui. Kxons, Hanarapx Poyn, banau, Jluctpukr
KOHTpoJst KauecTBa / Ilmomaaka BeInycKa Conan, X.11., 13205, Uaousa (nuuensus nomep 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 /
ITpumeuanue: [Tpoxykr cootserctByeT TpeboBanusm HJI 3aknwuyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioaroroeneno: Yogesh ghauhan [Mposepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoaurens

Py / Maurya Amit Kumar X
/y y 2 —
A

Reprint Date / Reprint Date / Reprint Date /
Hara: 11.03.2025 Hara: 11.03.2025 Jlara: 11.03.2025
i 3, Eangara Hills, Hyderabad - 500034, Telangana, India

Rugistered Office: B-2-

Tl 62009 Emall: mail@drreddys,.com



Dr. Reddy's Laboratories Ltd.

S
) &) Formulation Unit-6
Dr.Reddy’s ‘,‘ Vill. kho, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS , B i
lL_I B T:,J_ _)\,¢uu oolUL-
CEPTUO®UKAT AHAJIN3A e el
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxcnpece (keToposak) TaldieTKH, JHCHEPrupyeMbie B HOJOCTH PTa, 10 mr -
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne VD EiE O6bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002843425 Date of Analysis / . 11.03.2025
AHajuTHYecKHH oTUeT No Jdarta ananusa
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
Jara npon3BoAcTBa I'ogen o ]
Mfg. License No. / ] .
ITpou3BojcTBeHAAs : MNB/05/263 RIS BUDET; [ . JHI-Ne(004669)-(PT-
Homep PY RU)

JHIen3Hs Ne
Analysis performed according ND: / Anajns nposeaen no H/L: JITI-Ne(004669)-(PT-RU)-190224

Page 9 of 9/ Ctp. 9 m3 9
product has been manufactured, including packagmg/labehng 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/II04eHHE 0 cOOTBeTCTBHH: «HacToAImUM S MOATBEPHKAAIO, YTO IPUBEJCHHAS BBIIE HHQOpMAIUs ABILETCS
JTOCTOBEPHOM M TOYHOM. DTa CepHs MPOAYKUHH NIPOM3BE/eHa (BKIIOYas YNaKOBKY (MApKMPOBKY) M KOHTPOJb
KadecTBa) HA BEIIIEYKa3aHHOW INPOM3BOACTBEHHOM IUTomanke (IUIOMIAAKax) B IIOJIHOM COOTBEICTBHH C
TpeboBanusMHd [IpaBui Hamjexameil MpOM3BOACTBEHHON NpakTHKH EBpasHiCKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) 1 TpeboBaHUAMH KOHTPOJIL KaYeCTBa JIEKaPCTBEHHBIX CPENCTB,
a TaK)Ke B COOTBETCTBHH CO CIEUMUKAIUIMH, CONEPKAIUMHUCS B PETUCTPAIIMOHHOM JOChE CTpaHBI-MMITOpTEpA.
3aluCH 10 IPOU3BOJICTBY, YIIAKOBKE M aHANU3Y IIPOBEPEHBL, U YCTAaHOBJICHO HX COOTBETCTBHE TpeOoBanuaM IIpasui
HaJyIeXXaliei Mpou3BOACTBEHHON IPpakTUKKU EBpa3sHiicKoro 3kOHOMHYECKOTO COK03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoaykt cooTBeTcTBYeET TpeboanusM HJI 3akmrouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[onrorosneno: Yogesh Chauhan | IIposepeHo: Santosh Kumar | Ono6peno: Menemkep / PyKOBoaHTenb

Y M Amit K
/v / aurya % umar [\ o

Reprint Date / = Reprint Date / Reprint Date /
Jara: 11.03.2025 Jara: 11.03.2025 Jlarta: 11.03.2025

Regisierad Office: 8-2-52
Tol: =21 46 490

CIn: L8510’5f\P1984PLCOO“507
v drreddys.com



