Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIMU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dxenpece (keroposiak) Ta6/1eTKH, JHCOEPrHpyeMble B 0J0CTH pTa, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab/

Cepnsa Ne VR O0BeM cepHH 3600000 Tab

Analytical Repovrt No/ - 040002764567 Date of Analysis / . 24.12.2024

AHaauTH4YecKHH oTyeT No JlaTa anann3za

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

Jlara mpoH3BOACTBA Tonen xo

Mfg. License No. / . .

IlponsBoacTBeHHAN : MNB/05/263 i , JII-N2(004669)-(PT-
Homep PY RU)

Jinenzuda Ne

Analysis performed according ND:

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

Page 1 of 9/Crp. 1139

side. / Kpyrusle niockue

«l» Ha oZHOH CTOpOHE.

tablets with "|" debossed on one

TabneTKH ¢ (ackoil, CBETIO-
)KEJITOTO UBETA C MPAaBUPOBKOH

NN(,) Test / IlokasaTesb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

OZIHOH CTOPOHE.

2 Identification / UnenTndg

HKaUHuA

Ketorolac / Kemoponax

Complies / CooTBETCTRYET

with """ debossed on one side. / Kpyrnsie
miockue Tabnetkn ¢ dackoi, cBeTno-
JKEJNTOr0 LBETa C TPaBUPOBKON «I» Ha

UV spectra of the test solution and

ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnekTpbl MOTNOMIEHH
HCIILITYEMOTO  pacTBOpa M pacTBopa
cranaaptaoro  ofpaslia  KeTopoJaka
TpOMETaMHHA JOJIKHBI HMETH
MAaKCUMYMbI TIpH OJHOM W TOH XKe ANUHE

BO/HB! (+ 2 HM).

Remarks : The Product conforms to

ND/

Ipumeuanue: Ipoaykt cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Tonrorosneno: Pravesh Rana %

g

Checked by /
IpoBepeHo: Santosh Kumar

Maurya %

S

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautesnb

Amit Kumar /&/ ;
1

Reprint Date /
Jara: 24.12.2024

Reprint Date /
Jara: 24.12.2024

Reprint Date /
Jlara: 24.12.2024




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

Ipoayxr: Ketopoa® Dxcnpecc (keToposnak) TabueTkH, AHCHeprupyembple B M0JI0CTH pra, 10 mr

Market / PoiHok :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne § Ve O6beM cepui " 3600000 Tab
Analytical Repourt No / . 040002764567 Date of Analysis / . 24.12.2024
AHanuTu4ecKHil oTueT Ne Jara aHann3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npou3BoaCTBa Togen o
Mg, License No. / ‘ MA number: / . JIT-Ne(004669)-(PT -
HpousBoacrBeHHAst : MNB/05/263 :

Homep PY RU)
JHueH3HA Ne

Analysis performed according ND:

/ Ananus nposeaen no HJI: JITI-Ne(004669)-(PT"-RU)-190224

Page2of 9/Crp.2 u39

No

Test / [Toka3aTeb
Ne

Results / PesyabraThl

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 yaepxuBaHuA
OCHOBHOI'0 IIMKa Ha XpoMaTorpamme
HCTIRITYEMOTO pacrBopa JIOJIKHO
COOTBETCTBOBATL BPEMEHH YACPXKUBAHUA
OCHOBHOIO [MHKa Ha XpOMaTorpaMme
pacTBopa CTaHAAPTHOTO obpasia
KeTopojaka  TpoMeTamuHa  (pasgen
«KonuuecTeeHHOE ONnpeneneHue»).

Remarks : The Product conforms to

[Tpumeuanwe: IIponyKT COOTBETCTBYET TpeboBanuam HJI

ND/

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxarorosneno: Pravesh Rana [/ I[Tposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoauresis
f Maurya %—- Amit Kumar /\, e
[>T
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.12.2024 Jlata: 24.12.2024 Jlara: 24.12.2024
Registered Office: §3-337, Rosd Ko SO0034E, Telangana, india

ot +O11 40 4300 250

3, Banjara Hills, Hyderabad -

= - .
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Dr.Reddy’s Q’:'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Ipoaykr: Ketopoa® Jxenpece (keroposiak) TaGaeTKH, AucHeprupyemMpie B noaocTs pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepnsa Ne f Ve O6bem cepuH " 3600000 Tab
Analytical Repourt No/ - 040002764567 Date of Analysis / . 94.12.2024
AHangrudeckuii oTyer No Jlara anaausa
Date of Manufacture / - 11/2004 Date of Expiry / . 10/2026
JlaTa nponsBoacTBa T'ogen a0
Mg, License No. / _ MA number: /  JITI-Ne(004669)-(PT-
IIpousroacTBeHHas : MNB/05/263 :

Homep PY RU)
JNHneH3ud Ne

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

Page30of 9/ Crp.3 m39

No
No

Test / [loka3zaTensb

Results / PesyabTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuson

Complies / CoOTBETCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-0yTUITHAPOKCHAHU30J1A
3-0y THITHIPOKCHAHU30IIA

«ConepxaHue
OYTUITHAPOKCHAHH3011»).

==
3
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
yIepKHBaHHA TTMKOB
2-0yTUITHAPOKCHAHU30M1a u
3-6yTUNruaApOKCHaHHU30/1a Ha

XpOMaTorpaMme HCIBITYEMOro pacTBOpa
JOMKHBI  COOTBETCTBOBATh  BpPEMEHAM
yAEepKHUBaAHHA MTHKOB

44
Ha

XpoMaTtorpaMme pacTBopa CTaHAAPTHOTO
obpasia OyTuarnapokcHatzona (pasaen

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Saxkmouenue: OJJOGPEHO

Prepared by /

TloarorosneHo: Pravesh Ran:y’

Checked by /
[TposepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive /
OnobpeHo: Menenxep / Pykosoaurensb

Amit Kumar L
!&/‘ /

Reprint Date /

JlaTa: 2412 2024

Reprint Date /
Jara: 24.12.2024

Reprint Date/ '
Hara: 24.12.2024

00034, Telangana, Indis

Los ey
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keToposak) Tabiaerks, ancnepriapyemple B NOJIOCTH pra, 10 mr

Market / Prinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne i V2402692 O6bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002764567 Date of Analysis / © 94199024
AHanaTHYecKHI oTyeT No Jara ananusa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTa npoM3BoACTBA I'ogen no
Mig. License No. / _ MA number: / . JITI-Ne(004669)-(PT-
IMpounseoacreenHan : MNB/05/263 :

Homep PY RU)
auuenznsg Ne

Analysis performed according ND: / Auaans nposeaes no HJI: JITT-Ne(004669)-(PT-RU)-190224

Page40f9/Crp. 4 u3 9

=
1;.2 Test / [loka3aTenb Results / PesyabTaThl Specification / Hopma
B Average weight / Cpeansis 69.8 mg / 69.8 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 %;
OHOPOAHOCTDL MaCChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He oOonee = 10 %;
2/20 rabneTok — He 6onee + 20 %.
4 Disintegration time / 00 min 49 sec / 00 muH 49 cex Not more than 3 min. / He 6onee 3 M.
PacnagaemocTnb
5 Dissolution / PacTeBopenne Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
. Ci15sH3NO3*C4H | INO3 (ketorolac
WiBiE2y/ o2 IG0Ks tromethamine) in 15 min. / He Menee
Unit-3 / Tabn-3 99 % 75 % Q) CisHi3NO3+C4H11NO3
. (keToposaka TPOMETaMHH) uepes 15 MHuH.
Unit-4 / Ta6n-4 99 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
[pumeuanwe: Iponykt cooteTcTByeT TpeboBanusm HJT

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Jlata: 2417 2074 Jlara: 24.12.2024

[Moarotosneno: Pravesh Rana / IMpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykooaurenb
/ ; ) L=
: £ P Maurya Amit Kumar /x()/\\/
Reprint Date / Reprint Date / Reprint Date /

Jata; 24,12.2024




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keroponak) Tabierku, AucneprapyemMbie B HOJIOCTH PTa, 10 mr

Market / Poisiok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne § VEREE0oE O6bem cepun " 3600000 Tab
Analytical Repourt No / - 040002764567 Date of Analysis / . 94.12.2024
AHajnuTHYecKHi oTuer Ne JlaTa apanusa
Date of Manufacture / . 11/2024 Date of Expiry / - 10/2026
Jdata npou3BoacTBa Topen o
Mfg. License No. / _ MA number: /  JII-Ne(004669)-(PT-
IIponsBoacTBEHHAS : MNB/05/263 :

Homep PY RU)
JuneH3ug Ne

Analysis performed according ND: / Ananus nposenen no H/I: JII-Ne(004669)-(PT'-RU)-190224

Page5of 9/Crp.Sn3z9

No

o Test / [TokazaTeb Results / PesynbTaThl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / Obpasyercsa
OIHOPOIHAS CyCHEH3Us, NpOoXOoAsias
CKBO3b CHTO C DPa3MEpoOM OTBEPCTHM
710 MKM.
7 Impurities / IlpumecH
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / e 6onee 0,5 %;
ketorolac: / Huxe npe)lcna KOJHNYCCTBCHHOTO
1-rHapoKCHaHanor onpeneneuus (ITKO = 0.0032 %)
KeToponaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / e 6onee 0,8 %;
1-KeToaHaIOT KeTopoJiaKa
unidentified impurity / not more than 0.5 %; / e 6onee 0,5 %;
eMHIHYHAA \
HenneHTUUUUMpOBaHHAs 0.02%
NIpUMeECh
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa npumecei
] Water content / 2.1 % Not more than 7.0 %. /
Coaep:xaHHe BOABI He 6onee 7,0 %.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpoaykT cooTBeTCTBYET Tpebosanusam HJL 3akmwouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Pravesh Rana ITpoeepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoauresib

7 Maurya ﬁ_ Amit Kumar PR L=

i Sl

Reprint Date / Reprint Date / Reprint Date / :
Hara: 24.12.2024 Hara: 24.12.2024 JlaTa: 24.12.2024




Dr.Reddy’s Qf'

CERTIFICATE OF ANALYSIS

crateries Lig

= P oom
Or. Reddy's Lal
Formulation Unit
N Read, Baddi,

, 173 205, INDIA

-6

CEPTHOUKAT AHAJTM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dkenpecc (keToposiak) Tabjaerku, AHCHEPrupyemMbie B HoJ0¢TH pra, 10 mr

Market / Poinox :Russia / Pocenst

Batch No / _ Batch Quantity / 3600000 tab /

Cepua Ne | REOEOe O0BeM cepaH " 3600000 Tab

Analytical Repo‘}‘t No/ . 040002764567 Date of Analysis / . 94122024

AHanquTHYeCKHI 0TUeT No JlaTa anaausa

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

JaTa npoM3BOACTBA I'ogen go

Mifg. License No. / .

Ipon3BoacTBeHNAs : MNB/05/263 - A0 mumberd g II-NE(004665)-(BI-
Homep PY RU)

Junensus Ne

Analysis performed according ND: / Ananus nposejiex ne HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ C1p. 6 m3 9

1}00 Test / IlokasaTens Regults / PesysibTaThbl Specification / Hopma
9 Residual solvents / OcTtaTouHbIe opraHn‘quKue pacTBOPUTEH
Isopropyl alcohol / 06 pg/tab / Not more than 350 pg/tab. /
H3zonponanon 06 mxr B TabieTke He 6onee 350 mkr B TabieTke.

10 | Microbiological purity*/ Mukpoduosornyeckas 4ucrora*

a3poOHBIX MUKPO-
OpraHN3MOB

Total Aerobic Microbial
Count / obuiee 4uciIo

NA

not more than 10° CFU/g; /
He Gosee 10° KOE/T;

Total Combined Yeast and
mold count / oblee yucno NA
IPOMXOKEBBIX U IIECHEBBIX

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

OaHopoaHOCTH

AO3UPOBAHHBIX €AHHHLL

rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTrcyTcTBUE B 1 T
11 Uniformity of dosage units / 43 Acceptance value (4V) not more than

15.0 Tlokasarens nmpuemsieMocTH (4F)
JoJpKeH ObITh He 6omee 15,0,

Remarks : The Product conforms to ND/
[Tpumeuanue: ITpoayxT cooTBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3axknwuenne: OOBPEHO

Prepared by /
IMToarorosneno: Pravesh Rana

Checked by /
[TpogepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoeoautess

Amit Kumar /&( 1&

Reprint Date /
Hara: 24.12.2024

Reprint Date /
Hara: 24.12.2024

Reprint Date /
Hara: 24.12.2024

Pepistered Office: 8-3-237, Road o, 3

Tol #8140 £3900 2900, &

™
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eddys,com

3, Ernail: mail@drreddys.com
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D
Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laberateries Lid
Forrpulation Unit-6

Yill. £hol, Malagarh Road, Baddi,

H.P., 173 205, INDiA

Distl Sclan,

CEPTUDPUKAT AHAJIM3A

el 81 58166 50001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoJiak) Tad/ieTku, Alcneprupyemple B MOJIOCTH pTa, 10 mr

Market / Prinok

:Russia / Poccus

Batch No / ; Batch Quantity / 3600000 tab /
Cepusn Ne L OGbeM cepun " 3600000 Tab
Analytical Repourt No/ . 040002764567 Date of Analysis / . 24.12.2004
Auvagurayeckuii oTeT Ne JlaTa anasusza
Date of Manufgcture / . 11/2024 Date of Expiry / . 10/2026
Jlata npon3soAcTBa I'ogen no
Mg, License No. / _ MA number: /  JIMI-Ne(004669)~(PT -
IpoussoacTBeHHast : MNB/05/263 ;

Homep PY RU)
JHneH3ust Ne

Analysis performed according ND: / Anayus nposener no H/I: JIII-Ne(004669)-(PT-RU)-190224

Page 7 of 9/ Crp. 73 9

OmncaHie YOIaxKoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 TabneTok B
onucrepe u3 ([TA/AJI/IID ¢
snaronoriaoturenem/II3BIT)
dospru // (TID/AJT} donsru. o
2 OnucrTepa BMeCTE C JIUCTKOM-
BKJTAJbIIIEM B navyky
KapTOHHYIO.

1;.00 Test / IlokazaTennb Results / PesyabTaTsl Specification / Hopma
12 Assay / KouuecTBeHHOE 10.2 mg/ 10.2 mr From 90mg to 11.0 mg of
onpejeieHue (101.9 %) Cy1sH13NO3+C4H| INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr no
11,0 Mr CsHi3NO3*C4H 1 1NO3
(keToponaka TpoMetamuH) (ot 90,0 mo
110,0 % oT 3asBJIeHHOrO KOIHYeCTRBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0960 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0960 mr B Tabnetke He menee 0,042 mr B TabneTke,
OyTHArHAPOKCHAHU30J1a
14 | Package description / 10 tablets in a blister of | 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
onucrepe u3 (ITA/AJVTID (v
prnaronornoturenem/II3BIT) donbrn //
(IT3/AJT) doneru. Mo 1 wiu 2 Gnmcrepa
BMECTe C JIICTKOM-BKIAJbIILIEM B TA4yKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT coorBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by /

IMoarorosneHo: Pravesh Rana //

Checked by /
IpoeepeHo: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautenb

Maurya ﬁ/' Amit Kumar S
V — /\r—/‘\\/
Reprint Date / Reprint Date / Reprint Date/
Hara: 24.12.2024 Hara: 24.12.2024 Hara: 24.12.2024
Ropictered Offico: 9-2-227, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tl 81 8045900 2300, £ ;

0¥

Email: mail@direddyi.com

wwedrieddys.com




Dr. Reddy's Laberateries Lid
Formulation Unit-6

De
y @
DI'. Reddy S .. Vill. Khol, Nalagarh Road, Baddli,
: Disit. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +61 98166 56001-02

CEPTUOUNKAT AHAJIU3A AW dirediavs.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keToposak) TaieTkH, JuCHeprupyemMble B N0JI0CTH pra, 10 Mr
Market / Poinok, :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepusi Ne  VERETE O6bem cepHH " 3600000 Tab
Analytical Repo:‘t No/ . 040002764567 Date of Analysis / . 24.12.2024
AnamnTHvecknii oryer Ne JaTta ananusa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jlata npoH3BOACTBa I'oxen mo
Mifg. License No. / ] .
IIpousBoacTBeHHAN : MNB/05/263 NS murber : U U L
Homep PY RU)
JHuen3us Ne
 Analysis performed according ND: / Ananus nposegen no H/L: JII-Ne(004669)-(PT'-RU)-190224

Page8 of 9/ C1p. 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.
* [Ipn BbINYCKE JIEKAPCTBEHHOTO MPenapaTa KOHTPOJIL Ka4ecTBa 1o nmokasartenio «Mukpobuonornyeckas

YUCTOTA» NPOBOAHUTCH AJISA Kaxaoi 20-oii cepnH, WIH AJsA ogHoil cepuH B rol, B 3aBUCHMOCTH OT TOro, YUTO
HACTYNHUT paHbLUE.

API name / Haumenosanne APC: Ketorolac tromethamine / Ketoponaka TpoMeTamMHH

INN/ MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRI007413

Homep cepnu nponssoauteasas ADC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHIIHM NPOH3BOAHTEISA FERA00477

IJd:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouzeoautesb ADC, crpana: I-p Pepnu'c JTabopatopuc Jlta., Muaua

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) /

HaumeHoBaHHe, agpec, THIEH3HS NS I-p Pennu’c Jlabopatopuc Jlta., Maaus, IpoussoacTeeHHoe
IIpon3BoacTBenHas miuomanka / Ilnomanka noapasaenenue-6, Buwun. Kxons, Hanarapx Poyn, bamau, Jlnctpukr
KOHTpOo.1a KadecTBa / [Lnomaaka Bpinycka Comnan, X.I1., 173205, Unaus (muuensus 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 /
ITpumeyanue: IIpogykt cooTseTcTBYET Tpebopanusam HJI Zakmouenne: ONNOBPEHO ]
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana [posepeno: Santosh Kumar | OnoGpeno: Menemxkep / Pykosonuresb

) Maurya Amit Kumar N

/ " P(’_\\/
Reprint Date / Reprint Date / Reprint Date / L
Jata: 24.12.2024 JNara: 24.12.2024 Hara; 24,12,2024

Registerad Office: 8-2-337, Road Ne. 2, Banjara Hills. Hyderabad - 500034 Talangana, India
Tel- +071 20 4900 2900, Fax: +51 40 4900 2099, Email: mail@drreddys.com
CIN- L5 195AP1984PLC00507

wanw.drieddys.com




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

Qe
Dr. Red dy,S ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS  1o/. +91 98166 56001-02

CEPTUDOUKAT AHAJINU3A \"\‘l\_’\j\ﬂl\_l_drredd\/s_com
Product : Ketorol Express (ketorolac) Oral_ly Disintegrating Tablets 10 mg
ITponyxt: Keropon® Jxcnpece (keropoiak) Tabaerkn, AMceprupyemble B HoJI0CTH pra, 10 mr
Market / Poinox :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepus Ne V2102692 O6Bem cepun " 3600000 tab
Analytical Repo‘}‘t No/ . 040002764567 Date of Analysis / . 94.12.2024
AnanuTudeckuii oTyer Ne Jarta anain3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npoH3BoacTBa Topen 1o
S eabiConRe (O , MA number: / . JHII-Ne(004669)~(PT-
IIpousBoacTBeHHAs : MNB/05/263 :
Homep PY RU)
JRUeH3Hs Ne
Analysis performed according ND: / Anauns nposenen no HJI: JIT-Ne(004669)-(PI'-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/049enue 0 cooTBercTBHH: «HacTosAmuM s mMOATBEpIKAaio, YTO IPUBEACHHAS BBIME HHGOPMAIUS SIBIACTCS
JOCTOBEPHOH M TOYHOW. DTa CepHs MPOXYKUHH INpPOU3BeleHa (BKIIOYas yNakoBKY (MapKHpPOBKY) H KOHTPOJIb
KayecTBa) Ha BHIIICYKA3aHHOM MPOU3BOJCTBEHHON IUIOmIaAke (IUIOHIanKax) B IIOJIHOM COOTBETCTBHH C
Tpebosanusmu [IpaBun Hajiexaieif MpoOU3BOACTBEHHOM NpakTUKH EBpa3sHiCKOro 3KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 o1 02 cents6ps 2022) u TpeGoBaHUsIME KOHTPOJII KA4€CTBA JICKAPCTBEHHBIX CPECTB,
a TakXXe B COOTBETCTBUM CO CHEIUGUKAIUIMHU, COAEPKAITUMHUICS B PETHCTPALMOHHOM J0Che CTPaHBI-HMITOPTEDPA.
3aIIvcH 110 IPOU3BOICTBY, YITAKOBKE M aHAIN3Y TIPOBEPEHBL, U YCTAHOBIICHO UX COOTBETCTBHE TpeboBanusaM IIpasui
HaJUJIeXallel IPON3BOICTBEHHOM PAaKTUKU EBPa3HICKOI0 SKOHOMUYECKOIO COXO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanye: [IpogykT cooTBeTcTBYET TpeboBanuam HJL 3akaiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
oarorosnexo: Pravesh Rana / IMpoeepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBoaurens
: Maurya Amit Kumar N g
-l %i’/ \/ &//
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.12.2024 Jlata: 24.12.2024 Jara: 24.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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