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

CEPTUO®HUKAT AHAJIHU3A

Tol: 407 9816€ 56001-0?
www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxr: Keropon® Dxenpece (ketopoaak) Tabierku, ARCHEprapyemMbie B moa0cTH pra, 10 mr

Market / Prinox

:Russia / Poccus

Batch No / , Batch Quantity / . 3600000 tab /

Cepus Ne i V2500616 O6bem cepan ' 3600000 Tab
Analytical Report No / L Date of Analysis / i

AHanuTHYecKH# oTueT Ne SSORE R JlaTa anajausa - Lo2izs

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jarta npoy3BoAcTBa Toxen mo

Mfg. License No. /

IlponsBoacTBeHHAS : MNB/05/263 I_I\;I - nur;;er. J : gl‘[—Ng(004669)-(PI‘-
JIMnen3zus Ne omep a0

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

Page 1 0of9/Crp.1 u39

No
No

Test / [TokazaTens

Results / PesyabTaThl

Specification / Hopma

1 Description / Onncanne

Light yellow round flat beveled
tablets with """ debossed on one
side. / Kpyrsle nnockue
Tabnetku ¢ gackoi, creTio-
JKENTOTO LIBETA C IPaBHPOBKOM
«l» Ha OLHOR CTOpPOHE.

Light yellow round flat beveled tablets |
with "[" debossed on one side. / Kpyrnbie
WiockHe 1abnerk ¢ dackoil, esemo-
JENTOr0 LBETa ¢ rpaBupoBkod «I» Ha
OJIHOIf CTOpOHE.

2 Identification / MnenTnduxamus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpel NOrAoIeHUs

HCTIBITYCMOro pacTnopd H  pactTbopa
craHgaprHoro  ofpasua  KCTopojaka
TpoMeTaMHHa JIOJDKHBI HUMETH

MAKCHMYMEI [P OOHOW H TOM *e [UIHie
BOJHBI (+ 2 HM).

Remarks : The Product conforms to ND/
Ipumeuante: [Ipoaykr cooTseTcTBYET TpeboBanmuam HJI

Conclusion : APPROVED /
Saxnouenne: OJJOBPEHO

Prepared by /
Ioarorosnedo: Pravesh Ran.

EZ [Tposepero: Rama Kant

Checked by /

i

" Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoanrens
Amit Kumar 7

e L
/\/ L

Reprint Date /
Hara: 18.04.2025

Reprint Date /
JlaTa: 18.04.2025

Reprint Date / ! :
Hara: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Ba‘njara 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 ‘.:..

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUG®UKAT AHAJIM3A

Tal 491 09158 56001-02

www.drreddys.coim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyskr: Keropoa® kenpece (keroponak) Tabaers, Aucneprupyesbie B noaoctu pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / p : Batch Quantity / . 3600000 tab /

Cepus Ne g Ofbem cepun " 3600000 Tab

:nalyt]cal Repourt No/ - 040002887796 Date of Analysis / . 18.04.2025
HATHTHYECKHH oTyeT No JlaTa anannsa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jata npousBoicTBa I'ogen no

Mfg. License No. /

IlpoussoacTBeHHAN : MNB/05/263 II\_;I e nulIr,lger-. J y gH-N2(004669)_(PF_

Juuen3ns Ne omep U

Analysis performed according ND

: / Anasns npoeeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224

No

Ne Test / IloxkazaTens

Page2 of 9/Cip.2m39

Results / PesyasTaThi

Specification / Hopma

Complies / CooTBeTcTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond o that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpema ymepxusaHusa
OCHOBHOrO ITHKa Ha XpoMarorpamme
HCIBITYEMOro pactBopa NOJDKHO
COOTBETCTBOBATL BPEMEHH YIEPKHUBaHHUs
OCHOBHOrO MMKa Ha XpoMaTorpamMme
pacTteopa CTaHZapPTHOro oGpasua
KeTopoiaka  TpomeTamHHa  (pasmen
«KonmuecTBeHHOE OMpeleNieHUen).

Remarks : The Product conforms to

ND/

ITpumeuanue: [Ipoaykr coorsercTryet TpeGosanusm HJI

Prepared by /
Tlogrorosneno: Pravesh Rana [

Checked by /

[1posepeno: Rama Kant

b

Conclusion : APPROVED /
3axmouenne: OTOBPEHO
Approved by: Manager/Executive /
OnobSpeno: Mexekep / PykoBoguTeN s
Amit Kumar L

J\ -

Reprint Date /
JHara: 18.04.2025

Reprint Date /
Jara: 18.04.2025

\

Reprint Date / i
Jarta: 18.04.2025

Registered Office: $-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, India
Tel: +91 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1.C004507

www.drreddys.com




Dr.Reddy’s Q3¢

Or. Reddy's Laboratories Ltd,
Formulaticn Unit-6
vill, Khot, Nalagarh Itoac, Baddi,

Distt, Solan, H.F, 173 205, iNDi&
CERTIFICATE OF ANALYSIS . icccenmm
CEPTHOUKAT AHAJIM3A . crieadyz.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoeaykr: Keropon® Ixenpece (keroponas) Taljerkn, Ancneprupyemsie B nojocts pra, 10 mr

Market / Prinok

:Russia / Poccna

Batch No / 5 Batch Quantity / _ 3600000 tab /

Cepus Ne F2otel O6beM cepun " 3600000 Tab
Analytical Report No / . : Date of Analysis / .

AHATHTHYECKANR 0THeT No IR JMara anannsa ¥

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

Jara npon3BoacTBa I'open ao

Mfg. License No. /

Ilpon3eoacTBeHHAas : MNB/05/263 ?IIIA nu}':?,er’ / : JI:H-NQ(OM“S’)'(PF'
JuneHsns Ne omep O

Analysis performed according ND:

/ Anann3 npoBejien .no HIL: JITI-Ne(004669)-(PT'-RU)-190224

Page3of9/Crp.3 m3 9

N
Mo Test / [TokazaTennb Results / Peaynsratsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2
Bymunzudpoxcuanuzon butylhydroxyanisolc 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). / Hpemena
yIOEPXHUBaRYA THKOB
2-6YTHIArMApOKCHaHH30NA H
3-8y TWITHAPOKCHAHH3OA H4

XPOMQTOrpaMmMe HCNLITYSMOrQ PacTBOpa

OO/DKHEl  COOTBETCTBOBATh  BpEMEHaM
yAepxBaHHA ITHKOB
2-GyTMICHAPOKCHAHN30IA %]
3-6yTHITHAPOKCHAHHU301a Ha

XpOMATOIrpaMMe PacTBOpa CTaHAAPTHOTO
o6pasua GyTWIrHApOKCHaHU30Ma (pasaen
«Conepxkanue
OyTHIATHAPOKCHAHH30IAY),

Remarks : The Product conforms to

ITpumeyanue: [IpoAyKT COOTBETCTBYET Tpebopauuam HJI

ND/
3aka

Conclusion : APPROVED /

w4yenune: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarotosneno: Pravesh Rana Tporepeno: Rama Kant Onobpeno: Menemxep / Pykopogurens
/ @ Amit Kumar L
- M N
Reprint Date / Reprint Date / ' Reprint Date / i
Hata: 18.04.2025 Hara: 18.04.2025 Iara: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: 21 40 4900 2999, Email: mail@drreddys.com

CIM: L85195AP 1384 PLCO04507
www.drreddys,com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P, 473 205, DA

CEPTH®HKAT AHAJIM3A

Al el 241
TOLUT UVU LU

vz

e
www.drieddys.com

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

Tpoaykr: Ketopoa® Dxenpece (xeroponax) TabieTkn, ANCHepripyedbie B nosocry pra, 10 mr

Market / Poinox :Russia / Poccua

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus N2 RELG O0bem cepuH " 3600000 126

Analytical RepOft No/ . 040002887796 Date of Analysis / . 18.04.2025

Ananuruuecknii oryer Ne HMara ananusa

Date of Manufacture / . 03/2025 Date of Expiry/ . 0212027

JlaTa npou3BoJCTBa T'onmen go _

Mfg, License No. / . 1. No

IIponzBoacTBeHHAsN : MNB/05/263 MA number: / i JHI.-N-(OO4669)-(PF-
Homep PY RU)

Jannenznn Ne '

_Analysis performed according ND: / Anaaus nposeaen mo H/L: JII-Ne(004669)-(PT-RU)-190224

Page40of9/Cip.4m3 9

i.oo Test / INokasaTens Results / Pe3yabTaTil Specification / Hopma
3 Average weight / Cpennns 69.2 mg/ 69.2 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). / '
macca . . Ot 67,2 Mr no 72,8 mr (70,0 mr + 4,0 %).
Complies / CeoTBETCTBYET :
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OaHOPOAHOCTL MACChI 2/20 tablets - not more than = 20 %. /
18/20 Tabnetoxk — mne Gonee =+ 10 %:
2/20 Tabnerok — He 6onee + 20 Y.
4 Disintegration time / 00 min 18 sec / 00 mun 18 cek Not more than 3 min. / He 6onee 3 muu.
Pacnagaemocts
£ Dissulutlyn / Pae i Bupenne Uuil-1 / TaGn-1 _ 102 % Mot leas than. 75% (Q) of
i C5H;3NO3*C4H NO3 (ketorolac
Unit-2 / Ta6a-2 103 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 104% | 75% Q CisHi3NO3*C4H1INO;3
i (xeToponaka TPOMETAMUH) yepes 15 MUIL
Unit-4 / Tabn4 106 %
Unit-5 / Taba-5 103 %
Unit-6 / Taba-6 102 %

Remarks : The Product conforms to ND/
Ipumeuanue: MpoaykT coorseTcTByeT Tpebosannam HJT

Conclusion : APPROVED /
Jakmouenue: OJIOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
IToarorosneto: Pravesh RanzZ Iposepero: Rama Kant Onobpeno: Menemxep / PykoBonuresib
Amit Kumar '
: N
B N
Reprint Date / Reprint Date / { Reprint Date/
Jlata; 18.04.2025 [Hara: 18.04.2025 Jlara: 18.04.2025

Registered Office: 3-2-337, Road No. 3, Banjata Hills, Hyderabad - 500034, Telangara, India
Tel: +91 40 4900 2900, Fax: +21 40 4600 2999, Email: mail@drraddys.com

CIN: L§5195AP1934PLCO04507
www.drreddys.com




Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,

Formulaticn Unit-6
Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

1ot ARNEE RGE0A-02
el L T Do duU duudaty -

CEPTUD®UKAT AHAJM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Oponykt: Keropoa® Ircnpece (keTopoaak) Tabnaerka, ANCHeprypyemsie B NOJOCTH pTa, 10 mr

Market / Prinok

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne iy S O6beM cepun * 3600000 Tab

Analytical Repo‘ft No/ . 040002887796 Date of Analysis / - 18.04.2025

Anaaurwyeckuii oryer Ne JaTa anHanu3za :

Date of Manufacture / . 03/2025 Date of Expiry / . 022027

JlaTa npounsBoACTBA I'onen a0 -

Mfg, License No. / . A

ITponssoAcTBeHHAS : MNB/05/263 L Tl : JIII-Ne(004669)-(PT'-
Homep PY RU)

NHneH3uA N2

_Analysis performed according ND: / Ananns npoBeaen no HJI: JITI-Ne(004669)-(PI-RU)-190224

Page50f9/Cip.Su3 9

B Test / [loxazaTens Results / PeayabTaTbl Specification / Hopma
Ne
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyercs
ONHOPOIHAA CYCMEH3UsA, TIPOXOASINAs
CKBO3b CMTO C pa3MepoM OTBEpCTHM
710 MKwm.
=7 | Impurities / [Ipumecu
1-hydroxy analog of Below LOD (1.OD = 0.010 %) / not more than 0.5 %; / He Gonee 0,5 %,
ketorolac: / Huxe npenena oGHapyxeHHs
1-runpokcHaHaIor (ITO = 0:010 %)
KeToponaka
“1keto analog of ketorolac / 0.03% not more than 0.8 %, / ue Gonee 0,8 %,
]-KeToaHanor keToponaka 2
unidentified impurity / not more than 0.5 %; / He 6osee 0,5 %,
eANHUYHas 0.01%
HendcH 1MnuMpusanHan
NpHMeCk
total impurities / 0.0437% not more than 1.0 %. / ne 6osee 1,0 %.
cyMMa npumeceid _
8 Water content / 23% Not more than 7.0 %. /
CopaepkaHye BOAbI He 6omree 7,0 %.

Remarks : The Product conforms to ND/
TIprmeyanne: IIponykr coorsercreyer Tpeboranmam HJT

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by / /
IloarotosneHo: Pravesh Rana Z

Checked by /
[TpoBepeno: Rama Kant

Bou

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBogutesib
Amit Kumar >

A2

[~

Reprint Date /
Jlara: 18.04.2025

Reprint Date /
JaTa: 18.04.2025

Reprint Date /
Hara: 18.04.2025

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

CIN: LR5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Carmuiation Unit-0
s, [l P! -y

CEPTHO®HUKAT AHAJIM3A

Product : ‘Ketorol Express (ketorolac) Or;llly Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jkenpece (keTopoak) Ta6aeTKH, AHCIICPrupyembie B OJIOCTH PTa, 10 mr

Market / Prinok :Russia / Poccusa

Batch No / i ‘Batch Quantity / 3600000 tab/

Cepus Ne NGy Oo1eM cepun 3600000 Tab

Analytical Report No / . 040002887796 Date of Analysis / . 18.04.2025

AHanuTHdeckuii oTuer Ne JlaTa anaan3a

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JaTa npon3BojicTBA T'ogen mo =

Mfg. License No. / . _Ne

Ipon3soAcTBeHHAS : MNB/05/263 e er: / ! L L E004669)3(PT -
Homep PY RU)

JHLen3na Ne

_Analysis performed according ND: / Anaau3 nposegen no HJI: JIT-Ne(004669)-(PI-RU)-190224

Page 6of 9/ Ctp. 6 M3 9

‘1;: Test / I[Toka3aTenb Results / Pe3yabTaThi Specification / Hopma

9 Residual solvents / OcraToyHBIe OpraHn4ecKie pacTBOPUTEIH
Isopropyl alcohol / 07 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 07 Mmxr B Tabnerke He 6onee 350 Mkr B TabneTxke.

10 Microbiological purity*/ Mukpo6uonorndeckan 4ncrora*
Total Aerobic Microbial not more than 10 CFU/g; /
Count / obuee 4HcI0 NA e Gonee 10° KOE/T;
a3pOOHBIX MHKDO-
OpraHH3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / obwee yncno NA e Gonee 102 KOE/T;
ApOACKEBLIX H [UIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
’ otcyrctemeB 1r.

11 | Uniformity of dosage units / 3.8 Acceptance value (AY) not more than
OanopoauocTs 15.0 ITokasarens npuemneMocty (AV)
JO3HPOBAHHBIX ETHMHHLL nosxen Geith He 6onee 15,0.

|l Remarks : The Product conforms to ND/
[Mpumeuanue: [Iponykr coorsercrayeT Tpebopannam HII*

Conclusion : APPROVED /
Zaxmogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogarorosnero: Pravesh Rana Mposepero: Rama Kant Onobpeno: Menemwkep / Pykoeoantens
W Amit Kumar T
g {\ =
Reprint Date / Reprint Date / | Reprint Date/
Hara: 18.04.2025 JlaTa: 18.04.2025 Hara: 18.04.2025

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



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

ddy's Lsboratories Ltd,
lation Unit-6

CEPTHO®HKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Opoaykr: Keropoa® Dxenpece (keropoaak) Tabnerkn, Ancneprupyemsie B 1o1ocTH pra, 10 mr. | Wk

Market / Poinok

:Russia / Poccns

Batch No / . Batch Quantity / . 3600000 tab /

Cepun Ne HV2300618 O6bem cepaH ' 3600000 Tab |

Analytical Repo:‘t No / . 040002887796 Date of Analysis / . 18.04.2025

AHaJHTH YecKHii oTyer Ne JlaTa ananuza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Hdara npoHsBoacTBa T'ogeH xo

Mfg. License No./

IlponzBogcTBenHas : MNB/05/263 D ben : SILNBO OISO (RIS
Homep PY RU)

JHneHzus Ne

Mmalysis performed according ND: / Ananns nposegen no HJL: JII-Ne(004669)-(PI'-RU)-190224

Page7 of9/Crp.7 n3 9

No

Test / IToka3zaTenn
Ne

Results / Pe3yabTaTh!

Specification / Hopma

12 Assay / KonnuyecTteeHnoe
.onpeaesieHHe

9.9mg/9.9 mMr
(99.0 %)

From 9.0mg to 11.0 mg of
C15H13NO3*C4H | INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11.0 Mr C15H13aNO;3*CsH 1 1NO3
(xeToponaxa TpoMetaMin) (ot 90,0 mo
110,0 % oT 3aABNEHHOTO KOJIMYECTBa) B
TabneTke.

13 Butylhydroxyanisole
content / Cogepxkanue
6y THIArHAPOKCHANH30A

0.0940 mg/tab /
0.0940 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr 8 TabneTke.

14 | Package description /
OnucaHHe YIaKOBKH

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. / Tlo 10 Tabmetok B
Gmucrepe  n3  ([TA/AJIIID ¢
Bnaronornoturenem/II3BIT)

¢onbru // (TI3/AJL) domsru. Ilo
2 61ucTepa BMECTe C JIMCTKOM-
BKJIAJbIIIEM B na4Ky

KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccantHDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTok B
Gnuctepe n3 (IA/AJVIID c
sraronornothTenem/IIOBIT) donbrn //
(TI3/AJT) doneru. Mo 1 wnu 2 Grucrepa
BMECTE C JNHUCTKOM-BKJIAAbINIEM B HaYKy
KapTOHRYIO.

Remarks : The Product conforms to ND/
I[Ipumeyanne: [Tpoaykr coorsercrayer TpeboBaruam HJI

Conclusion : APPROVED /
Barxmouenune: OJOBPEHO

Prepared by /
INoarorosineno: Pravesh Rana

Chbecked by /
ITpoBepeno: Rama Kant

Lt

Approved by: Manager/Executive /
Onobpeno: Meuemxkep / PykoBogutens
Amit Kumar

;’\~‘~ - Lﬂ

pa—
/

Reprint Date /
Lara: 18.04.2025

Reprint Date /
Hata: 18.04.2025

Reprint Date /
Jlata: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2599, Email: mail@drreddys.com

CIN: L85195AP1384PLCO04507
www.drreddys.com




’ ‘.‘ D, Reddy's Laboratories Ltd.
DI’. Reddy S . s»’OImUI’il[‘IOH UmE !:de ad

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Ketorol Ex;;ress (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon® Sxcnpece (KeTopoaak) TaGierkm, AHCAEPrupyeMuie B HONOCTR pra, 10 Mr -
Market / Poinok :Russia / Poccus

Batch No / i : Batch Quantity / . 3600000 tab /

Cepus Ne gt O6bem cepHH " 3600000 Ta6
Analytical Repo:’t No/ . 040002887796 Date of Analysis / . 18.04.2025
Anannruyecknii oryer Ne Jara anajau3a

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

JaTa nponzBoacrea - T'onen no

Mfg. License No. / b o
IIponsBoacTBEHHAS : MNB/05/263 MA number: / : JIH_N'(004669)-(PF-

Homep PY RU)
Jnnensus Ne
| Analysis performed according ND: / Ananns nposeaen mo HJL: JII-Ne(004669)~(PT-RU)-190224

Page 8 of 9/ Ctp. 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.

+ [IpH BLIMyCKe NeKAPCTBEHHOTO MPENAPATA KOHTPOJIbL KAYecTRa 10 NokadaTento «Mukpobnosoriyieckas
qHCTOTA» NMPOBOANTCH AJst XaxA0H 20-0if cepHn, HIH 1151 OAHOIT cepHUM B rofl, B 3aBHCHMOCTH OT TOrD, HTO

HACTYIIHUT paHbllUe.

API name / HaumenoBaaue ADC: Ketorolac tromethamine / Keroponaka TpOMETaMHH < B
INN / MHH: ~ Ketorolac / Ketoposak Bt

API manufacturer batch number / ABRE009669

Homep cepun nponspoanrTens APC:

FP Manufacturer API Batch number /

Homep cepnn cyGcTanRIHH MPOR3BOIRTE.IS FESA00030

rJid:

APl Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Iponzsoautens ADC, crpana: J-p Penmu'c Jlaboparopue JIta., Akaus

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddji, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HanMenoranwe, aipec, THIIEHIA /119 I-p Penaw’c JTaGoparopuc Jta., Uaaus, [IponssoacTBeHHoe
IpouasoacTBenHan miomagka / Ilnoumamxka nonpasaeneuue-6, Bunn. Kxons, Hanarapx Poyxn, bannu, JwcTpUKT
xonTposs kavecrsa / ILnomanica BeimycKa Conan, X.I1., 173205, Uuaus (nuuensus 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 /
Mpumeuanne: TINOTYKT cnoTReTcTRYET TReRoBanHAM HII 3akmouenne: OJIOBPEHO —
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosieno: Pravesh Rana % I[Iposepesio: Rama Kant Onofipeno: Menemkep / Pykosoantens
- : : Amit Kumar L
: Bt
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.04.2025 Jlara: 18.04.2025 Jlata: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoxykr: Keropon® Jxcnpece (keToposak) rabuerku, AHCHEPIUPYEMbIC B NOJOCTH pTa, 10 mr el
Market / Prinok : Russia / Poccus

Batch No / . V2500616 Batch Quantity / 3600000 tab /

Cepnn Ne ' ' O6bem cepiu " 3600000 Tab
Analytical Repo\f-t No/ . 040002887796 Date of Analysis / . 18.04.2025
Ananurunieckuii orgeT Ne Jara ananuia

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jara npon3BoacTBa Coaen go

R Lcsuse No-! ‘ - | MA number: /  JITI-Ne(004669)~(PT-
ITpousBoacTBEeHHAA : MNB/05/263 . ]

Homep PY RU)
JIHIen3Hsi No
Analysis performed according ND: / Ananus nposegen no HII: JITI-Ne(004669)-(PT-RU)-190224

Page9of 9/ Crp. 9 u3 9
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 vetified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3ak/0ueH e 0 COOTBETCTBHM: «HacTOSIIMM f TIOATBEPIKIAIO, YTO IPHBEACHHAS BhILIE UHQOPMALIKA ABIIACTCS
IOCTOBEPHON H TOYHOM. DTa Cepus NPOAYKIMH NMpoHM3BelcHAa (BKIIOYas YIAKOBKY (MapKMpOBKY) M KOHTpOJb
KadecTRa) Ha BHIIEYKA3aHHONH MPOM3BOACIBEHHOM IUolaxke (IUIOIIaJKax) B JIOJHOM COOTBETCTBHHM C
tpeboparuamyt [IpaBuil HaIexXalei Mpon3BOACTBEHHON MpaKTHKH EBpasnpiCKOro S5KOHOMHYECKOrO COIO3a (Ne
GMP/EAEU/RU/00554-2022 o1 02 cenTsOps 2022) u TpebOBaHHAMH KOHTPOJLI Ka4eCTBa JIEKAPCTBEHHBIX CPENICTB,
a TalKE B COOTBETCTBHH CO CIEIAPHKALUIAMH, COAEPXKAIIUMHCA B PETHCTPAIIMOHHOM J0ChE CTPAHBI-UMIIOPTEPA.
3ATTHCH 110 [IPOM3BOACTRY, YIIAKOBKE ¥ aHAIU3Y POBEPEHE], H YCTAHOBJIEHO KX COOTBETCTBHE TPEOOBAHUAM I'lpaBun
HamIexalrnei Mpou3BOICTREHHON IPAKTHKA EBPa3sUACKOro 3KOHOMHUIECKOIO COI03a».

Remarks : The Product conforms to ND/ . Conclusion : APPROVED /
Ipumeuanne: Ipoaykt cootretcrayer TpeGosanuam HIT 3akaouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoxrorosneHo; Pravesh Rana [Tpoeepeno: Rama Kant Omnob6peHo: Menemkep / PykoBoawTenb
- Amit Kumar A Lo

A~ eiy_- P
Reprint Date / Reprint Date / Reprint Date/ |
Hara: 18.04.2025 Hara: 18.04.2025 Hata: 18.04.2025

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