Dr. Réddy’s ‘?..'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHP®HMKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Dxenpece (keToposax) Ta6AeTKH, ARCHICPrHPYEMbIE B I0JI0CTH pra, 10 Mr

Market / PeiHOK :Russia / Pocens

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus No N Q6beM cepuH " 3600000 Tab

Analytical Repo;t No/ . 040002730532 Date of Analysis / . 18.11.2024

AHaTHTHYECKHH oT4eT Ne Jlara anannsza

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

Jata npou3BOACTEA Togen go

Mfg. License No. / [ ; o

IIponzBoacTBEHHAS : MNB/05/263 MA number: / : IR a0
Homep PY RU)

JnneH3un Ne

_Analysis performed according ND:

/ Ananns nposenen no HJI: JITI-N2(004669)-(PT-RU)-190224

Pagelof9/Crp.1m39

Results / Pe3yn1sTaThl

Specification / Hopma

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrunble MLIOCKHME
Tabnetku ¢ dackoi, cBeTIIO-
XeJITOro 11BeTa C rPaBUPOBKOM
«l» Ha omHOH cTOpOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. / Kpyrnbie
mrockue TabneTkd ¢ ¢ackoif, ceemo-
JKENTOr0 1BeTa C IPaBHPOBKOH «I» Ha
OJHOM CTOpOHE.

|'
| No Test / [loxazaTenn
| Ne
1 Description / Onucanue
2 Identification / UperTudurauns

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tomelanine standard solulivi
should have peaks at the same wavelength
(£ 2nm). / Y®-cOeKTpsl NOrIOLIEHHUA
HCILITYEMOrO pacTBOpa M PacTBOpa
cTaHgapTHoro obpasua  KeTopojaka
TPOMETaMHHa IOMAKHBI HMETD
MaKCHMYyMBI TIPH OAHOM W TON e IUIHHE
BOJHLI (£ 2 HM).

Remarks : The Product conforms to ND/

Ipumeuanue: Ipoaykt cooTeTcTBYET TpeboBanuam HII

Conclusion : APPROVED /
Zaxnwuenne: OJOBPEHO

Prepared by / C? % Checked by / Approved by: Managet/Executive /
IoprotoeneHo: Yograj IIpoeepeno: Santosh Kumar | Onobpero: Menemxep / Pyxorogitrent

Maurya A Pavan Kumar Sharma Gb— —
Reprint Date / Reprint Date / Reprint Date / <=
Jara: 18.11.2024 Jara: 18.11.2024 Jara: 18.11.2024

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: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Df. Re‘ddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHO®HKAT AHAJIHM3A

www.drreddys.com

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

Ipoayxr: Keropoa® Dxenpece (keToposiak) TabeTkn, gucnepriupyevsie B N0J0CTH PTa, 10 mr
Market / PoiHOK :Russia / Poccnst

Batch No / i Batch Quantity / . 3600000 tab/
Cepus Ne e O6nem cepHH " 3600000 Tab
Analytical Repourt No/ . 040002730532 Date of Analysis / . 18.11.2024
AHRanuTnyecknii oryeT No JlaTta ananuza

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

Jdara npoussoacTea TI'omen ao =
Mfg. License No. /

IIpousBoacTeenHasn : MNB/05/263 I_l\iIA nun;;)’er. J ; gI[;NQ(004669) s
JIMNeH3us Ne oMep

Analysis performed according ND: / Anaan3 nposejen no HJL: JII-No(004669)~(PT-RU)-190224

Page 2 of 9/ Crp. 2 M3 9

No
P

Test / [lokaszaTeab

Results / PesynbTaThl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the 1
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems yaepXUBaHUA
OCHOBHOTO TMHKa Ha XpOMaTOrpaMme
HCIBITYCMOTO pacteopa IOJDKHO
COOTBETCTBOBATh BPEMEHH YIEPXKWUBAHUS
OCHOBHOTO IIHKa Ha XpOMaTorpamme
pacTBopa CTaHAapTHOTO obpasia
KeTopolaka  TpoMeTamMMHa  (pasgmen
«KONHM4eCcTBEHHOE ONPENENEHHEN).

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykT COOTBETCTBYET TPEOOBAHHAM HJT

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / (2
TToarorosneno: Yograj

e

Checked by /
INposepeno: Santosh Kumar
Maurya (N

Approved by: Manager/Executive /

Onobpeno: Menemxep / P}'Rosoﬂ@gg___
Pavan Kumar Sharma

Reprint Date /
Jata: 18.11.2024

Reprint Date /
Jara: 18.11.2024

Reprint Date /
IHata: 18.11.2024

Pegistered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel. +91 40 490G 2900, Fax: +91 40 4300 2999, Ermvuil: maii@direddys.com

CIN: L85195AP1984FPLCOO1507
wuawdrreddys.com




Dr. Réddy’s ":"

Di. Reddy's Laborataries Ltd.

Formulation Unit
Vill. Khol, Nalagarh
Distt. Solan, H.P., 1,

-6
Road, Baddi,
73 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIM3A www. drreddys.com

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Mpoaykr: Keropoa® xenpece (keropoak) TabieTku, AHcHepripyemble B moa0cTH pra, 10 mr

Jara: 18.11.2024

Hara: 18.11.2024 Jlara: 18.11.2024

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / _ 3600000 tab /
Cepus Ne R O6n.em cepun " 3600000 Tab
Analytical Repovrt No/ . 040002730532 Date of Analysis / . 18.11.2024
AHanuTHueckHii oTyer No Jata anaauza -
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npou3BoJcTBa Topen no
Mifg. License No. / .
TIpon3BoACTBERHAsT : MNB/05/263 MA number: / ! JI-Ne(004669)-(PT -
Homep PY RU)
Jnnen3ug No
_Analysis performed according ND: / Auanns nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224
Page3of 9/Cip.3n3 9
i.? Test / TToxazaTenn | Results / Pe3yanTaTsi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention - times of 2-
bymuneuopoxcuanuson 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  (he
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole
content" section). / Bpemena
yHepXMBaHUA MIHKOB
2-6yTHITHAPOKCHAHU30JIa 3|
3-6yTHRTHAPOKCHAHU30TIA Ha
XpOMAaTorpaMMe MCIILITYEMOro pacTsopa
JOIDKHLI  COOTBETCTBOBaTb  BpEMeHaM
YAEPXUBAHUA MHKOB
2-6yTHITAAPOKCHAHM30NA H
3-6yTHArMAPOKCHAHU30J1a Ha
XpoMaTorpaMMe pacTBOPa CTAHAAPTHOrO
o6pa3sua 6yTuarrapoKcHaHu3ona (pasmes
«Counepxxanue
OYTHITHAPOKCHAHHU3ONAY).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tponykr cooTeTeTBYET TpeboBannsam HJL 3axarouenne: OJOBPEHO
Prepared by / (¥ 4 | Checkedby/ Approved by: Manager/Executive /
TMoxarotosneHo: Yograj IIposepeno: Santosh Kumar | Opobpero: MeHemxep / I’yxnan.r_rqrre b
Maurya £ Pavan Kumar Sharma (=
Reprint Date / Reprint Date / W Reprint Date / -

Registergd Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, Indis
fel: +&1 4041900 2900, Fax: +91 40 41900 2929, Ernail: maii@drreddys.com

CIN: L85195AP19S4PLLN0AS07
wwvedrreddys.com




Dr.Reddy’s Q'E-‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : 491 93166 56001-02

CEPTHOHKAT AHANIM3A

www,drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i
IMpoayxr: Keropoa® Jxcnpece (keTopoaak) Tabaerku, ANCTepripyemnie B MOJOCTH pT4, 10 mr

Market / Poinok :Russia / Poccus | Luns

Batch No / ‘ Batch Quantity / _ 3600000 tab /

Cepus Ne R OGnem cepHy " 3600000 Tab

Anglvacal ReportNo / . 040002730532 Date of Amalysis/ . 1419 7024

Ananmutuyecknit oTuer No JlaTa anasnanza

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

Jara npou3ssoicTBa T'ogen go

Mf{g, License No. /

IIpouzeoacTBennasn : MNB/05/263 BT T e 3 DLIE AR IHEE
Homep PY RU)

JHneHzHsn Ne =

Analysis performed according ND: / Anaaus nposenen no HJI: JITI-Ne(004669)-(P I-RU)-190224

Page4 of 9/ Crp.4m39

OIIHOPORHOCTB MacCChbl

i.:) Test / IlokazaTenb Results / PesynbTaThbl Specification / Hopma
3 | Average weight / Cpeansin 69.5 mg / 69.5 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca . Ot 67,2 Mr go 72,8 mr (70,0 Mr £ 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He OGonee + 10 %;
2/20 tabierok — He Honee £ 20 %.

4 Disintegration time /
Pacnapaemoctb

00 min 55 sec / 00 muu S5 cek

Not more than 3 min.'/ He 6osee 3 MuH.

5 Dissolution / PacTBopeHue Unit-1 / Ta6u-1 97 % Not less than 75% (Q) of
. C15H3NO3+C4H11NO3 (ketorolac
Unit-2 / Ta6n-2 104 % tromethamine) in 15 min. / He menee
Unit-3 / Tabn-3 99 % 75 % Q C;sH13NO3*C4H 1 1INOs
. (keTopoJiaKa TPOMETaMiH) 4epe3 15 MHUH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 100 %
Unit-6 / Ta6n-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

TIpumeuanne: IIponyxt cooTBeTcTBYeT Tpebosanmam HII

3axuiouenne; OJJOGPEHO

Prepared by / (¢ 1 Checked by / Approved by: Manager/Executive/

IToarotosneno: Yograj [posepeHo: Santoshér\amar Ono6peno: Menemxep / Pyxoaoﬁnﬁnﬁ__:, E
Maurya AN Pavan Kumar Sharma =

Reprint Date / Reprint Date / Reprint Date / -

Jlara: 18.11.2024 Hara: 18.11.2024 Jlara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, india
Tel. ¥51 40 4900 #5800, Fax: +91 4C 4900 29989, Email: maii@drredadys.com

CIM: .85195AP18S4PLCDO4507
wiwvwy.direddys.com




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

‘ . @o
’ ® Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy 2 ". Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®D T AHAJIH3A www,drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayrr: Kempou“ Irenpece (keToponak) TabaeTky, fucnepruopyembie B NOJ0CTH pia, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepusi No NG Obwem cepi 3600000 a6

Analytical Repu:'t No/ . 040002730532 Date of Analysis / - 18.11.2024

AnanuTHueckHif oTyeT No JlaTa aHa/IH32

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JaTa npon3BoacTBa Toxen go

Mifg. License No. / g . .

IIponseoacTBeHnan : MNB/05/263 UL IETLED ) I CES R CIE

Homep PY RU)
annens3ua Ne

Analysis performed according ND: / Ananus nposesien mo HJI: JITT-Ne(004669)-(PI'-RU)-190224
PageSof 9/ Crp. Sn3 9

NN: Test / IlokazaTess Results / Pe3ybTaTst Specification / Hopma
0 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a |
JucnepcHOCThb 710 um sieve is formed. / Obpazyercs
OJIHOPOAHAs CYCMEH3UA, MPOXOAAIAst
CKBO3b CHTO C pasMepoM OTBEPCTHHR
710 Mxem.
9 Impurities / Ilpumecn
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / ve 6onee 0,5 %;
ketorolac: / Hwxe npenena o6uapysxenus (IO
1-rHApOKCHAHATIOT =0.0010 %)
KeToponaka
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He Gonee 0,8 %;
1-KeTeaHANOT KETOpOolaka
unidentified impurity / . not more than 0.5 %; / He 6onee 0,5 %;
eOUHUYHAs )
HeuIeHTH(HLMPOBaHHAs 0.03%
TipUMech
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
CyMMa MpHMeceit
8 Water content / 34 % Not more than 7.0 %. /
Copnepsxanne BOIbI He 6onee 7,0 %.
9 Residual solvents / OctaTo4HbIe OpraHHYeCKHe PACTBOPHTENR
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [IpoaykT cooreetcryer Tpebosanuam HJI Jaxmouenne: QJIOBPEHO
Prepared by / (v .7 Checked by / Approved by: Manager/Executive /
s f)
Tloarorosneno: Yograj IIpoeepeno: Santosh Kumar | Onobpeno: Menemwiep / Pykosoaprent
Maurya @\ Pavan Kumar Sharma ‘"‘, S
Reprint Date / Reprint Date / Reprint Date / -
Hara: 18.11.2024 Hara: 18.11.2024 Jlara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
fel, #6140 2500 2900, Fax: 491 40 4900 2999, Email: mail@drraddys.com
CIM: L35135AP1984PLCO04507
v drreddys.com




Dr. Réddy’s ‘g‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®HKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyrr: Keropoa™ Jxrcnpece (Keropoaak) TabacTki, iHcHepriupyemble B NOJIOCTH PFa, 10 Mr
Market / Poinok :Russia / Poccus 1
Batch No / ; Batch Quantity / ~ 3600000 tab /
Cepun Ne G2 R Ofnem cepun * 3600000 Tab
Analytical Repourt No/ . 040002730532 : Date of Analysis / . 18.11.2024 ]
AHaanTHYecKHH oTueT Ne JaTa anannsa —d
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jara npoussoAcTBa Tonen no .l
Mfg. License No. / ) o DT
IIpousroacTBeHHAR - MNB/05/263 MA number: / : JITI-N2(004669)-(PI"
Howmep PY RU)

JHueH3na Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JII-Ne(004669)-(PT'-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

g
l;oo Test / [lokazaTens Results / PesynabTaThbl Specification / Hopma
Isopropyl alcohol / 8 ugftab / Not more than 350 pg/tab. /
Hzonponanon 8 mkr B Tabnerxe He Gonee 350 MKr B TabreTKe.

10 | Microbiological purity*/ Mukpo6noiorutieckas Yncrora®

Total Aerobic Microbial NA
Count / ob1ce yrca0
a3po6HBIX MUKPO-
OpTraHU3MOB

not more than 10* CFU/g; /
He 6onee 10° KOL/r;

Total Combined Yeast and NA
mold count / obiiiee yucno ;
IPOXOKEBBIX U ILTIECHEBBIX

not more than 10> CFU/g; /
He Goxnee 10% KOE/r; -

AO3UPOBAHHBIX €AMHHU

rpubos
Escherichia Coli NA shell be absent in 1 gram. /
orcyrcreue B 1 r.
11 Uniformity of dosage units / 4.9 Acceptance value (4V) not more than
OanopoaHoCTL 15.0 TlokazaTens npuemieMocTti (4Y)

nomKeH ObITh He 6omtee 15,0.

Remarks : The Product conforms to ND/
IIpumeuanue: TIponykr cooTetcTByeT TpeboBanuam HIT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / ( & Checked by /
TIposepeno: Santosh Kumar

TloarotosieHo: Yograj

Approved by: Manager/Executive /
Ono6peno: Meremxep / Pymaomn]fenhf_,-_—

Maurya Pavan Kumar Sharma - T::;/
Reprint Date / Reprint Date / Reprint Date / '
Iata: 18.11.2024 Jata: 18.11.2024 Jara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangzna, India
Tel 261 40 4900 2900, Fax: +91 4€ 4900 2929, Ernail: mail@drrzddys.com
CIM: 185135AP1984PLC004507

wwvovs drreddys,com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 93166 56001-02

CEPTHOHKAT AHAJTHA3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykT: Keropoa® Drenpece (keropoax) TabJeTk, Aucneprupyemsie B M0J10CTH pra, 10 mr

Market / PoIHOK :Russia / Poccns

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne A el OGnem cepun * 3600000 Tab

Analytical Repo:‘t No/ . 040002730532 Date of Analysis / - 18.11.2024

AnannTaueckuii oTyer Ne JlaTa aHaM3a

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

JaTa npon3BOACTBA Tones a0

Mfg. License No. / i o P

IIpounssoacTBenHas : MNB/05/263 b LG G ! : L AEO08009)- (1
Homep PY RU)

auuensus Ne

Analysis performed according ND: / Ananus nposesen rio HJL: JII-Ne(004669)-(PT-RU)-190224

Page 7 of 9/ Crp. 7u39

| No

Ne Test / [TokasaTensb Results / Pe3synbraTsl Specification / Hopma
12 | Assay/KoandyecTBeHHEOE T 99mg/9.9Mmr From 90mg to 11.0 mg of
onpeneneHHe (99.4 %) C15H(3NO3°C4H; 1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr g0
11,0 Mr C1sH13NO3°C4H 1 NO3
(xeToponaka TpoMmeramuu) (ot 90,0 mo
{1U,U % OT 3aABNEHHOr0 KONMYECTBY) B
TabneTke.

13 Butylhydroxyanisole
content / Copepxanne
GYTHJIrHAPOKCHAHH30/IA

0.0971 mg/tab /
0.0971 mr B TabneTke

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

14 | Package description /
Onucaklue yaKOBKH

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. / Ilo 10 Tabnerok B
6nucrepe 13 (TTA/AJIIID ¢
BnaronorioTuTenem/ITOBIT)

Gonsry // (I3/AJT) donwra. Ilo
2 6nucTepa BMECTE C JIMCTKOM-
BKJIaJIbIIIEM B nayuky

" KapTOHHYIO.

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. / TTo 10 TabneTok B
6imcTepe u3 (TTA/AJIIIO c
BnaronorotureneM/[I9BI1) ¢onsra //
([I2/ATT) doneru. o 1 unu 2 Gnuctepa
BMECTe ¢ JIMCTKOM-BKJIafblLIEM B NauKy

KapTOHHY1O.

* When the drug product is released, the quality control for Microbiological Puvity is performed for one batch in
every 20 batches or one batch per year whichever is more.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3axnrouenne: QJJOBPEHO

[Tpumeuanye: [IpoIyKT cOOTBETCTBYET TPEOOBAHMAM HIT

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

IMoarotosneHo: Yograj IlpoBepeHo: Santos};,%umar Ono6peHo: Menemxep / P}'KOBOI!H'I;?’H}’I;__
Maurya ) Pavan Kumar Sharma "

Reprint Date / Reprint Date / Reprint Date / 5

Iata: 18.11.2024 Jara: 18.11.2024 Jara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel, +51 40 4900 2200, Fax: +91 40 4300 2999, Ernail: maii@drreddys.com

CIN: LE5195AP1954PLCO04S07
wyaesdrreddyz.cam




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHKAT AHATTH3A www.drreddys.com
Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg "= ]
Ipoaykr: Keropon® Drenpece (keToponax) TabierkH, AucneprupyeMsie B MoJ0CTH pra, 10 mr
Market / PeiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~ 3600000 tab /
Cepus Ne A O6bem cepun " 3600000 Tab
Analytical Repo:'t No/ - 040002730532 Date of Analysis / . 18.11.2024
AnagutHyeckHii oTuer Ne ITara aHaIM32
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
Jara npoH3BOJACTEA I'onen o
Mig. License No, / , MA number: / . JIII-Ne(004669)-(PT-
IlpouzBoacTBeHHAst : MNB/05/263
Homep PY RU)
Junemsns Ne
Analysis performed according ND: / Ananu3 nposenen no HJL: JITT-Ne(004669)-(PT'-RU)-190224

* [Ipu BbINYCKe J1IEKAPCTEEHHOr0 Npenapara K
YMCTOTA» NPOBOANTCA AAs kaxkaoi 20-o# cepH
HACTYNHT paHblle.

Page 8 of 9/ Ctp. 8 m3 9
OHTPOJIb KayvyecTBa Mo nokKazarejar «MHKpOGHOJ’IO[‘H‘ICCKaﬂ
H, WJIH A5 OfHO CepHH B roj, B 3aBHCHMOCTH OT TOrQ, 4TO

"API name / HanmenoBanne A®C:

Ketorolac tromethamine / Keroposaka TpoMETaMHH

INN / MHH:

Ketarnlar / Kerapnnak

API manufacturer batch number /
Howmep cepun nponssoanrens APC:

ABPH002429

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH NPOU3BOIHTENS
TJ®:

FERAQ0519

API Manufactured by & country /
IponssoauTens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Penmu'c Jla6opatopuc JITa., Muaus

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

HanmeHnoBaHHe, agpec, JHHMEH3HS 1A
IIpou3BoAcTBEHHAN UIOMIANKA / Mlnomwanka
kouTposs kavecrsa / Ilnomanxa spimycxa

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

J-p Pepnn’c Jlaboparopuc JIta., Hupus, IIpousBoACTBEHHOE
noxpasaenedne-6, Bumwt. Kxons, Hanarapx Poyz, Bamny, JucTpUKT
Conan, X.I1., 173205, Manus (JaueH3us Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
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 Univn (Wo. GMI/LALU/RU/00554-202

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

ITpnmeuanue: JTpoJyKT COOTBETCTBYET TpeboBaHuAM HIO Zaxmovenne: OJJOBPEHO

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

Iloarorosneno: Yograj IIpoBepeHo: Santosh Kumar | Omobpeno: Menemiep / Pyuono,q,iin:_m;_,_
Maurya (e Pavan Kumar Sharma ==

Reprint Date / Reprint Date / ' Reprint Date /

Jara: 18.11.2024 Iara: 18.11.2024 Hara: 1 8.11.2024

Registered Office: 8-2-337, Road No. 3, Bn‘njara Hills, Hyderabad - 560034, Telangana, India
Tel. +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIM: L85135AP19S4PLCNO4SDT

www drreddys.com

2 dt.




Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories i.td,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJIA3A

www.drreddys.com

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

Ipoaykt: Keropoa® Dxenpece (keroponak) TabaeTKH, AHCHEPrHPYEMbIE B MIOIOCTH PT4, 10 mr
Market / Porgox :Russia / Poccus
Batch No / ) Batch Quantity / ~ 3600000 tab /
Cepusn Ne R Ob6BneM ceput " 3600000 Ta6
Analytical Repo:'t No/ . 040002730532 Date of Apalysis / . 18.11.2024
AnpaanTrieckHi ordeT Ne JlaTa aHaJiM3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jata npou3BoacIsa I'open ao
Mfg. License No. / X "
IIpousBoacTBeHHAH : MNB/05/263 MA number: / : JILIL-Ne(004669)-(PT-

Honmep PY RU)
| anuenznn Ne

! Analysis performed according ND: / Ana/in3 npoBejieH 1o H: JTII-.P{E(UU4669)-_(!’F-’RU]—190224

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

Page 90of9/Crp.9 13 9

compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKIIOYeHHe 0 COOTBETCTBHH: «HACTOAIMM 5 IIOATBEPXIAIO, UTO [IPHBEACHHAs BhlE HHGOPMAIUS SBIIETCS
[OCTOBEpHOR M TOYHOW. DTa CepHs MPOAYKIHH NPOH3BElEHa (BKIIOYAT yMaKOBKY (MapKHpOBKY) H KOHTPOIb
KkadecTBa) HA BLINEYKA3aHHOM MPOM3BOACTBEHHOM IIOLIAZKE (momagKax) B TIONHOM COOTBEICTBHM C
TpeGopanuaMu [IpaBui HamIeKaleH IIPOU3BOJICTBEHHOM IPaKTHKM EBpa3suiCKOro 3KOHOMUHECKOTO COXO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpebOBaHUAME KOHTPOJIS Ka4€CTBA IEKapCTBCHHEIX CPEACTB,
a4 TAKXKe B COOTBETCTBHH CO CIIEIHUKAUMAMH, CONEPKAIIUMHECA B PETHCTPAIIMOHHOM NIOChE CTPAHBI-MMIIOPTEPA.
3amHCH TI0 IPOM3BOICTBY, YIIAKOBKE K aHAIM3Y IIPOBEPEHEL, X yCTAHOBIECHO HX cooTBercTBHE TpeboBanusm [Tpasuin

HazJIeXaIlel IpOU3BOACTBCHHON IPAKTHKM EBPasuiCKOIo SKOHUMUUELKOLO LUKSAN.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
Zakaouenne; OJJOBPEHO

Prepared by /
TonrotoeneHo: Yograj

(_F°

Maurya

IMpumeuanne: Ipoaykr coorsercTyeT Tpebosanuam HII
i Checked by /
Ipoeepeno: Santosh Kumar

Approved by: Manager/Executive /_
Onobpero: Menemkep / Pykosouirens
Pavan Kumar Sharma K

!

Reprint Date /
Hara: 18.11.2024

Reprint Date /
MHara: 18.11.2024

Reprint Date /
Jlara; 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +51 40 4300 2999, Email: maii@drreddys.com

CIN: L85135AP1S84PLCO04507
www.direddys.com

o




