Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS T

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

Yili. £hol, Nalagarh Road, Baddi,
Distt. Soian, H.P, 173 205, iNDiA

:+01 93166 55001-02

CEPTUDOUKAT AHAJIA3ZA

wwiw.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg_
Dpoayxt: Keropoa® Jxenpece (keTopoak) TableTkH, AHCNCPrupyevble B M00CTH pra, 10 Mr

-—

Market / PoiHoK :Russia / Poceust

Batch No / i Batch Quantity / ~ 3600000 tab /

Cepus Ne AL OGbem cepru " 3600000 Tab

Analytical Repo:'t No/ . 040002949183 Date of Analysis / . 30.05.2025

AHaaHTHYEeCKHH oT9eT Ne Jara anaJjaunza

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

JaTa npon3BoacTBa Topen go

Mfg. License No. /

IIpouzBoacTBeHHAS : MNB/05/263 b/ SN (QOZS 6 RIS
Homep PY RU)

JHueH3ns Ne

Analysis performed according ND: / Ananns nposeen no PI_,{I?’[['I-M(OMGGS?)-(PITI’\‘_U)-190224

Pagelof9/Crp.1m39

No

No Test / [TokazaTenan Results / Pe3ynsTaThl Specification / Hopma

1 Description / Onncanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablcts with "|" debossed on one with "[" debossed on one side. / Kpyrnuie
side. / Kpyribie niockue nnockue TabneTkM ¢ (ackoi, CBETIO-
TabneTtku ¢ packoit, cBETIO- WENTOro 1BeTa C [PaBUPOBKON «|» Ha
AENTOrO LBETA C PABUPOBKOM OIHOM CTOpOHE.
«l» Ha OHOH CTOPOHC.

2 Identification / MpenTndukauun

Ketorolac / Kemoponax

Complies / CooTsercrayer

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / Y®-cHekTphl NOIIOIIEHHS
HCTIBITYEMOrO pacTBOpa M pacTBopa
cranpapTHoro  ofpasua  KeTOpofnaka
TpPOMETaAMMHA JOJDKHB! HMETb
MaKCHMYMBI NpU OTHOH W TOH KE AIHHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/

IIpumeuanue: TIpoayKT cooTBeTCTBYET TpeGOBAHHAM HO

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Tloaroroenexo: Rama Kant

bl

Checked by /
Iposepero: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / PykosoanTens

i

_j__, Pavan Kumar Sharma e =

i "-f =

=

Reprint Date / L
Jara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Hara: 30.05.2025

Registered Office: S-2

-337, Road No. 3, Banjarz Hiiis, Hyderabad ~ 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘,‘.’

CERTIFICATE OF ANALYSIS

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

vill. Ithol, Nalagarh Road, Baddi,
Diste. Soian, H.P.,, 173 205, iNDIA
Te! ; +91 98166 5500102

CEPTHOUKAT AHAJIM3A

WW\Y.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Mpoayxr: Keropoa® Dxenpece (Kevoposak) Tabaerku, Ancnepripyemsle B HOJOCTH PTa, 10 mr

Market / PbiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepna Ne ] O6bem cepui " 3600000 Tab
Analytical Repourt No/ - 040002949183 Date of Analysis / . 30.05.2025
AnanuTHueckuit oryer Ne Hara anaanza
Eate of Manufacture / . 05/2025 Date of Expiry / . 04/2027

ATa MPOH3BOACTBA I'ogen 10
Mifg. License No. /
IponzeogcTBEHHAS : MNB/05/263 II\_I/IA nurIr:;)’cr. d : ﬁH-N2(004669) =ELS
JanuenzHg Ne oMeEp U g

Analysis performed according ND:

/ Anasus nposenen mo HJI: JITI-No(004669)-(PT-RU)-190224

Page2 of 9/ Cip.2 13 9

No

N Test / [TokazaTens

Results / PesyapTaThi

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). / Bpemst ynepxupanus
OCHOBHOTO NWKa Ha Xpomarorpamme
HCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BPEMEHU YIEPKHBAHUA
OCHOBHOTO MNHKa Ha XpomaTrorpamme
pacTsopa CTaHAaPTHOTO obpazua
KeToponaka  TpomeTamMuHa  (pasgen
«KonuuecTBEHHOE ONpeNleieHHE).

Remarks: The Product conforms to ND/
ITpumenuanue: [pogyxr coorBeTcTByeT TpeboBanusM HJI

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
[Toarorosneno: Rama Kant
Qo

Checked by / .
IIpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: MeHemxep / Pykospaurens
Pavan Kumar Sharma =

[ —

Reprint Date / \
Jlara: 30.05.2025

Reprint Date /
Hata: 30.05.2025

Reprint Date /
Hara: 30.05.2025

Registared Office: 8-2-327,

Road No. 3, Banjara Hilis, Hyderabid - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +21 40 49002999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s

Dr. Reddy's Laboratories Ltd.
‘.... Formulation Unit-6
L] Vill. Khol, Nalagarh Road, Baddi,
; Distt. Solan, H,P,, 173 205, iNDIA

CERTIFICATE OF ANALYSIS Te!:+21 98166 56001-02
CEPTH®HNKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Jkenpecc (keToponak) Tabaerkn, AucnepripyeMblie B nojoctn pra, 10 Mr

Analysis performed according ND: / Auanns uposeneu mo HI: .}'[[[—No(004669} (PF R1)-190224

Market / Poinok :Russia / Pocena

Batch No / _ Batch Quantity / 3600000 tab /

Cepuna Ne 2S00 O6bem cepnu ' 3600000 Ta6

Analytical Repourt No/ . 040002949183 Date of Analysis / . 30.05.2025

AHanuTHYecKHii oTueT No Jara anaanza

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

Jara npon3BoacTBa . Tonen go

Mfg, License No. /

Ilpon3BoacTBeHHAN : MNB/05/263 Bl o eBd oL e
Homep PY RU)

JMien3us Ne =

Page3of 9/ Cip.3 u3 9

=

1
1}:’ Test / [ToxasaTens Results / Pe3yanTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTReTCTBYET The retention times of 2-
Bymuacudporcuanuszon 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
YIEpXXUBAHHUS TIHKOB
2-6y TUITHIPOKCHAHU3OTIA H
3-6y THATHIPOKCHAHH30JIa Ha
XpoMaTorpamMme HCIBITYEMOro pacTBOpa
JOMXKHEI COOTBETCTBOBaTb  BPEMEHAM
yIAEpXUBAHUA NHKOB
2-6yTWITROPOKCHAHH3ONA H
3-6yTHNrUOpOKCHAHU301a Ha
XpOMaTorpamMMe pacTBoOpa CTaHIAPTHOIO
obpazua GyTHITMAPOKCHAHM30A (pa3iest
«Copnepxanue
6y TUIATHAPOKCHAHU301Ian).

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

ITpameuanue: [IponykT cooTBETCTRYET Tpebosanuam HJI 3axaroyenne: OJJOBPEHO

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

IToarotosnexo: Rama Kant Iposepeno: Pardeep Kumar | Onobpero: Menemxep / Pvmao.mrrenb

%_‘\L\Lttr . - Pavan Kumar Sharma T
At - =
Reprint Date / 3 Reprint Date / Reprint Date /
JHata: 30.05.2025 Hata: 30.05.2025 IMaTa: 30.05.2025

Registered Office: 8-2-327, Road No. 3, Bznjdra Hiiis, Hyderabad - 500034, Telangana, India '
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85185AP1934PLC0O4507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories Ltd,

Formulation Unit-6

vili. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P, 173 205, INDIA
Ta! ;21 99166 56001-02

CEPTUPUKAT AHAJTTHM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxkr: KeT0p0J1® Ixenpece (keToposak) TabJeTk, ACNePrupyeMbie B NOJOCTH PT2, 10 mr

Market / PoIHOK :Russia / Paccus

Batch No / . Batch Quantity / 3600000 tab /

Cepnsa Ne V20T OGsem cepun ‘3600000 Tab

Analytical RepoUrt No/ . 040002949183 Date of Analysis / . 30.05.2025

AHajnTHuecKHil oTyeT No JIaTa anajausa

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

JaTa npon3BoOACTBA T'open 10 |

Mfg. License No. /

ITponzBogcTBeHHAs : MNB/05/263 MA number: / o L RS S i
Howmep PY RU)

aAnenHzus No S —

Analysis performed according ND: / Ananns npoaeuen w0 HT: JITI-No(004669)~(PT - (PI-RU)-190224

_ Paged of 9/Cip. 4139

OaHOpPOAHOCTb MACChl

1}2 Test / [lokazaTensn Results / Pe3yabTaTh! Specification / Hopma
3 Average weight / Cpeansia 69.6 mg/ 69.6 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca . Ot 67,2 mr go 72,8 mr (70,0 M + 4,0 %).
Complics / COOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He 6Gonee = 10 %;
2/20 Tabnetox — He Gonee = 20 %.

4 Disintegration time /
PacnagaemocThb

00 min 19 sec / 00 MuH 19 cex

Not more than 3 min. / He 6onee 3 MuH.

5 Dissolution / PacTBopenne

Unit-1/ Tabn-1 99 %

Unit-2 / Ta6n-2 100 %
Unit-3 / Ta6n-3 100 %
Unit-4 / Ta6m1-4 100 %
Unit-5 / Tabn-5 100 %

Unit-6 / Tabn-6 100 %

Not less than 75% (Q) of
C1sH13sNO3*C4H{INOs (ketorolac
tromethamine) in 15 min. / He menee
75 % Q) C15H13NO3°C4H  1NO4
(keToposiaka TpoMeTaMNiH) Yepes 15 MuH.

Remarks: The Pradnet eonforms tn NTV
[Tpumeuaune: [TpogyKT cooTBeTCTBYET TneboBaHUAM HJT

Conclusion; APPROYED /
3axaouenune: OJJOGPEHO

Prepared by / Checked by /

IToarorosneno: Rama Kant

IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pvmanqsrrena

&

UUR, 7 Pavan Kumar Sharma
= J 5 —

0

Reprint Date /
ITata: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date /
JHata: 30.05.2025

Registered Office: 8-2-327, Road No. 3, Bzanjars Hilis, Hyderabad - 500034, Telarigana, India

Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Ermnail: mail@drreddys.com
CIN: L85195AP1984PLCOU4507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

vili Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iINDIA
Yzl ; +21 28166 55001-02

CEPTHO®HUKAT AHAJIM3A

www.drreddys.com

[Product : Ketorol Express (ketorolae) Orally Dlsmtegratmg Tablets 10 mg
Hpoaykr: Keropon® Jxenpece (ketoposiak) Tabierks, ANCneprupyeMele B MOJI0CTH pTa, 10 mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne 3 V2N0sY O0nmeM cepiy " 3600000 Tab

Analytical Repo:’t No / - 040002949183 Date of Analysis / . 30.05.2025

AHaTHTHYCCKHHA 0TYyeT Ne JlaTa anaansa

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

JaTa npon3BoACTBA I'open xo

Mfg. License No. /

HponzBoacTBeHHAast : MNB/05/263 Db/ : JIUL-Ne(004669)-(PT -
Homep PY RU)

Jinnen3ua Ne | B

Analysis performed according ND: / Ananms nposenen mo HJT: JITT-Ne(004669)-(PT-RU)- 7)-190224

Page50f9/Crp.Snz9

JAucnepcHocTh

7 Impurities / Ilpumecu

1}2 Test / ITokasaTens Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBercTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pazyercs

O#HOpoOHas CYCICH3US, NPOXOAsas
CKBO3b CHUTO C pasMepoM OTBEDCTHM
710 MKM.

1-hydroxy analog of
ketorolac: /
1-ruapoxcuaHanor
KeTOpoJIaka

. 1-keto analog of ketorolac /
1-keToaHaor KeToponaka

unidentified impurity /
eUHUUHAA
HeHAeHTH(ULMPOBaHHAs
MpUMECH

0.0037%

0.05%

0.02%

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

not more than 0.8 %; / He Gonee 0,8 %;

not more than 0.5 %; / He Gomec 0,5 %,;

total impurities /
cymMa TphMecei

0.1%

not more than 1.0 %. / ue 6onee 1,0 %.

8 Water content /
Coaepxanne Boabl

2.4 %

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

Remarks: The Product conforms to ND/

[Iprumeuanue: Ipoaykr coorseTcTByeT Tpeboparuam HJL

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IToaroTtorneno: Rama Kant

Buloll

Checked by /
[posepeno: Pardeep Kumar

= -

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pyhonommenb
Pavan Kumar Sharma e

Reprint Date / \
Jara: 30.05.2025

Reprint Date /
JHara: 30.05.2025

Reprint Date /
Hata: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderaiad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: maildrreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vil, Kho!, Nalagarh Road, Baddii,
Distt. Soian, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS  Tof:+91 92166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa” Dxenpece (keToposax) Tabaerky, Aneneprapyembie B M0JI0CTH PTa, 10 mr

| Market / PetHOK :Russia / Poccus
Batch No / i Batch Quantity / 3600000 tab /
Cepust Ne g ObneM cepHH * 3600000 rab
Analytical Repo:‘t Neo/ . 040002949183 Date of Analysis / . 30.05.2025
AHajuTHYecKHif oTyeT Ne JlaTa aHaaH3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npousgoicTBa , sl Togen 1o
Mfg. License No. / . .
TIpouaBojcTReNnHAR . MNB/05/263 MA pumber: / . JUL-Na(004669)~(PT -

Homep PY RU)

Junenzua Ne e L

“Analysis performed according ND: / Awaus nposenen o FJT: JII-a(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

No

Ne Test / IlokazaTens

Results / Pe3ysibTaThl

Specification / Hopma

9 Residual solvents / OcTaTo4Hble 0praHHYyecKHe pacTBOPUTENH

4 ngftab/
4 Mxr B TabneTke

Isopropyl alcohol /
Hzonpomnaxon

Not more than 350 pg/tab. /
He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ MlleOﬁHOﬂ(El‘iCCKaﬂ 4HcToTa*

Total Aerobic Microbial NA
Count / ob1uee yucno
a3pOOHBIX MHKPO-
OpraHM3MOB

not more than 10° CFU/g; /
ge Gonee 10° KOE/T;

Total Combined Yeast and NA
mold count / o61iee yucno
IPOXOKEBBIX U TUIECREBBIX

not more than 10* CFU/g; /
He Gonee 102 KOE/T;

AO3WPOBAHHBIX €AHHHI

rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBHE B 1 T,
11 | Uniformity of dosage units / 2.6 Acceptance value (4¥) not more than
OnHOpOaHOCTL 15.0 Iloka3atess ipuemnemoctu (4 V)

nomxeH 6sITE He Gonee 15,0.

Remarks: The Product conforms to ND/
ITpumeyanue: [ponykT cooTBeTcTBYET Tpebosannam HIT

Conclusion: APPROVED /
Zaxmouenne: OTOBPEHO

Prepared by / Checked by /
IToarorornedo: Rama Kant

o = —

Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: MeHenxep / Pykopoairrens

Pavan Kumar Sharma P
fo—"

—

Reprint Date /
Hara: 30.05.2025

Reprint Date /
Hara: 30.05.2025

Reprint Date /
Jata: 30.05.2025

Registared Office: $-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CiN: L85395AP1984PLCOU4507
www.drreddys.com




Dr.Reddy’s Q‘!’

CERTIFICATE OF ANALYSIS

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

vili. ithol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

e 2 EENER B .
Tel: +51 98166 H6501-04

CEPTHUPHKAT AHAJIU3A

wiwve. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixcnpece (keToponak) TabneTkn, ancneprupyesisie B N010CTH PTa, 10 mr

Market / Prisor :Russia / Poccus
Batch No / ] Batch Quantity / ~ 3600000 tab /
Cepnsn Ne LY Q6mbem cepin " 3600000 Tab
inalytlcal Report No / . 040002949183 Date of Analysis / . 30.05.2025
HAJINTHYecKHH oTHeT Ne Jara apanusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jata npon3BoicTBa Toaen no

Mfg. License No. / |

TIpousBoACTBEeHHAS : MNB/05/263 U v e : IR
’ Homep PY RU)
annenzna Ne

Analysis performed according ND: / Axaiaus npo

senen no HJT: JII-Na(004669)-(PT-RU)-190224

Page7of9/Crp. 7z 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Io 10 Tabnerox B
6nucrepe m3 (ITA/AJINIIS ¢
pnaronornoturenem/I12BIT)
donsru // (II3/AJI) doneru. 1o
2 6nMcTepa BMECTE C JIMCTKOM-
BKJIA[BIIIEM B nauky
KapTOHHYIO.

‘1;2 Test / lokazaTesn Results / Pe3syabTaThl Specification / Hopma
12 Assay / KonnyectBenHoe 10.3 mg /103 mr From 9.0 mg to 11.0 mg
onpenesieHHe (102.6 %) CisH13NO3*C4H; | NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr nO
11,0 mr CsH(3NO3+CsH1NO3
(xetoponaka Tpomertamun) (ot 90,0 no
110,0 % OT 3asBNEHHOTC KONHM4YECTBA) B
Tabnerke.
13 | Butylhydroxyanisole 0.0918 mg/tab/ Not less than 0.042 mg/tab. /
content / CogepxaHue 0.0918 mr B Tabnerke He menee 0,042 Mr B TabGreTke.
Gy THIITHAPOKCHANM3012
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNnaKkoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabreTok B
6nucrepe n2 (ITA/ATUTID d
paronornoTuteneM/I13BIT)  donbru //
(T13/AJT) doneru. Io 1 win 2 Saucrepa
BMECTe C JIHCTKOM-BKJIAALILIEM B MayKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

Tpumenante: [IpOAYKT COOTBETCTBYET tpebosanmam HJ{

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

TTonroropnero: Rama Kant

Aol

[Tpoeepeno: Pardeep Kumar

wrm

Omo6peno: Menemkep / PykoBoAHTE:
Pavan Kumar Sharma T
Jo=—

Reprint Date / !
JHara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date /
Tata: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 5C0034, Telangana, indin
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mailcudrreddys.com
CIN: L85195AP1984 PLCOJ4507

www.drreddys.com




Dr.Reddy’s ‘1:0

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTADPHKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg - 9y
IIpoaykr: Keropon® Ixenpece (keroponax) rabsierkn, AacneprupyemMblé B NOJIOCTH pra, 10 mr

Market / Puinok :Russia / Poccus I

Batch No / . Batch Quantity / _ 3600000 tab /

Cepua Ne RV O6bem cepuH ' 3600000 Tab

Analytical Repo:‘t No/ . 040002949183 Date of Analysis / . 30.05.2025
Anamarraeckuii oTaeT Ne JlaTa anaausa

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

Jdara npow3BoACTBA T'onen xo

Mfg. License No. /

IIpousBoACTBEHHAS : MNB/05/263 gA nur;:;er. J : %Nﬁ(m%@)-@r" r
auneHsua Ne = Nm | omep I
Analysis performed according ND: / Anajin3 npoBejien no HJI: JII-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.

* TIpn BINYCKE 1eKAPCTBEHHOIO IIPENapaTa KOHTPOIb KAYECTBA 110 NOKA3ATENI0 «MukpoGHomorHyecKas
YRCTOTA» MPOBOAMTCS AT KAKA0H 20-0H cepuM, M IS OJHOA CEPHM B rOA, B 3aBUCHMOCTH OT TOT0, 4TO

HACTYNUT paHkIue.

API name / Haumenosauue A®C:

Ketorolac tromethamine / Ketoponaka TROMETaMWH

INN / MEH:

Ketorolac / Ketoposnak

| API manufacturer batch number /

TJ1d:

Homep cepun nponzsoputens A®C: R
FP Manufacturer API Batch number /
Homep cepy cybCTaAHOAH HPOH3BOAUTEIS FESAQ0158

API Manufactured by & country /
Iponssoautens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepaw'c Jla6oparopuc Jita., HHnus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HauMeHoBaHME, aIpec, THUEH3IHA I
IIpon3BoACTBEHHAA MJIOARKA { Ilmomaaka
KonTpoJs KayecTsa / ILiomaaka BeinycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

JI-p Penau’c JlaGoparopuc Jita., UHaus, I1ponseoACTBEHHOS
nonpaspesnenne-6, Bun. Kxons, Hamarapx Poyn, banm, JucTpukT
Conan, X.I1., 173205, Muaus (nuien3ug 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/

TIpumeuanue: TIpONYKT COOTBETCTBYET TpeGoBaHUAM HIL

Conclusion: APPROVED /
3akmioyenne: OJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

B

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meremxep / Pykosonuteiis
Pavan Kumar Sharma 4 >

va[' e P =

A=

Reprint Date /
Iata: 30.05.2025

Reprint Date /
| Hara: 30.05.2025

Reprint Date /
Jlara: 30.05.2025

Registered Office: 8-2-3

37, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email; mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

Dr. Reddy,S ‘.. : Vill. khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 7ol : +81 38166 56601-02
CEPTUOHUKAT AHAJIN3A www.drreddys.com

Product; Ketorol Express (ketorolac) (jr_allﬁ)isintegraﬁng Tablets 10 mg_
IIpoaykr: KeTopon® Dkenpece (KeToposiak) TabierKH, AMCIePrapyeMble B M0J10cTH pTa, 10 mr e 2
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepusi No : V2501047 O6n.em cepun * 3600000 Tab
Analytical Repourt No/ . 040002949183 Date of Analysis / . 30.05.2025
AHannTHYeckuii oTueT Ne - JlaTa anaau3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npou3BoAcTBa Topmen n1o
Mfg. License No. /
IIpomapogcTBeHHANA : MNB/05/263 gA nullt;;),er./ g gH-N'(004669)_(PF_
| mnensus Ne omep 2 _L|
_I Analysis performed according ND: / Ananns nposeaen no HJI: JITT-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 cooTBeTcTBHM: «HacTosNIM 5 NOATBEPIKAAID, UTO NPHBENCHHAs BHIIE HHGOPMALUS SBIIAETCSA
JOCTOREpHOR M TOYHOW. DTa cepus MPOAYKIMH IpPOM3BeNeHa (BKIIOYAs YIAKOBKY (MApKUpPOBKY) ¥ KOHTpOIb
KayecTBd) HA BBINICYKA3aHHON IPOM3BOACTBEHHOH Iutomiaake (IUIOIMAAKax) B TIOJHOM COOTBETCTBHH C
TpeGopanusavu [IpaBun HaJJexalied NPOM3BOACTBEHHON MPAKTHKH EBpasuifcKoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeGoBaHUSIMH KOHTPOIIA KaYeCTBa ICKAPCTBEHHBIX CPEACTS,
a TaxoKe B COOTBETCTBHH CO CICUH(PHAKATIMIMH, COAEPKAITHMHCS B PETHCTPAIMOHHOM JOCHE CTPaHBI-UMIIOPTEPA.
3amuCH 110 IPOH3BO/CTBY, YIIAKOBKE H aHAIM3Y [IPOBEPESHEL, K YCTAHOBICHO HX COOTBETCTBUE TpeboBaHuaM Ipasun
HaJJIeXAalleH MpOU3BOACTBEHHOM IPaKTHKY EBpazuiicKOro SKOHOMUYECKOIro COI03ay.

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

[pnmeaanue: [IponykT cooteercrByet Tpebosannsm HJT Zaxmogenne: OJOBPEHO

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

IMogrorosnexo: Rama Kant ITporepeno: Pardeep Kumar | Ono6pero: Menemxep / Pykoponuresns
U'LI —-l - Pavan Kumar Sharma / > f_:j‘./-*“"

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.05.2025 Hara: 30.05.2025 - Hata: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Banjaia Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




