Dr.Reddy’s ‘%.’.

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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHEKAT AHAJ3A

j-Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Brenpece (keroposnax) Tabaerk, 1ucneprupyembie B noaocTu pra, 10 mr

Market / Prinox :Russia / Poccus .

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne RSl Obbem cepun " 3600000 Tab

Analytical Repo&‘t No/ . 040002953626 Date of Analysis / . 31.05.2025

AnpannTudeckuii oTuer No Jlara anaau3a

Date of Mangfact.ure / - 05/2025 Date of Expiry / . 04/2027

JlaTta npoizeoacrsa Topexn g0

Mifg. License No. /

IpoussoacTBeHHAA : MNB/05/263 MA number: / y L Re(002669)- (e
. Homep PY RU)

JIHIlen3nsE Ne y

_Analysis performed according ND:

/ AHaTH3 npascnen ﬁo HA; JITT-Ne(004669)-(PT-RU)-190224

——

No

No Test / TloxazaTenb

Results / PeaynbTaThl Specification / Hopma

Pagelof9/Crp. 1 m3 9

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrusle miuockue
TabneTku ¢ Hackoit, CBETNO-
JKENITOTO 1IBETA C TPaBHPOBKOH
«l» Ha OOHOH CTOPOHE.

Light yellow round flat beveled tablets |

with "|" debossed on one side. / Kpyrnsie
nnockue Tabnerku ¢ dackoit, cetno-
JENTOro LBeTa ¢ rpaBHpOBKON «l» Ha
OOHOU CTOpOHE.

2 Identification / HoenTudukauns

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and

ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cnekTpbl TOIOLUEHH
HCIBLITYEMOTO pacTBOpa M pacTsopa
cTanjapTHoro  ofpaslla  KeToponaka
TpOMeTaMHHa IOIDKHBI UMETD
MaKkCHMYMBI TIPM OITHOH M TOH Xe IJIHHE
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

TTpumeuanue: IIpoOYKT COOTBETCTBYET TpedoBanmamM H/L

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IToarorosiedo: Rama Kant

L

Checked by /
IIpogepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pyxosoaurens
Amit Kumar

2 ot L o
f\\ -

Reprint Date /
Hara: 31.05.2025

Reprint Date /
Harta: 31.05.2025

Reprint Date /
JHara: 31.05.2025

Registered Offlce: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disinteg;z_\ting Tablets 10 mg

Nponyxr: Keropoa® xenpece (keroponax) Tabaerkn, pucneprupyembie B NOTOCTH pra, 10 mr

‘Market / Peinok :Russia / Poccus = =

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepan Ne 2201000 O6bem cepaH " 3600000 Tab
Analytical Report No/ . 040002953626 Date of Analysis / . 31.05.2025
AHanaTHYeCKHH oT4eT N JlaTa aHanaH3a

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

JaTta npoH3BOACTBA T"open po

Mfg. License No. / -
IponssoacTBeHHast - MNB/05/263 gA nullr;;)’er. J r IJ:IU!)_M(GO“@)_(PF'
JHuen3na Ne omep a1 wnl

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

Page20f9/Cip.2 m39

No

No Test / Iloka3zaTenb

Results / PesynbTatsl

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 ynepXHBaHUA
OCHOBHOrO INHK2 HA XpOMaTorpamme
HCTIBITYEMOTO pacTBopa IOJDKHO
COOTBETCTBOBATH BPEMEHH YIEPKHBAHHA
OCHOBHOIO TMMKa Ha XpOMAaTOIpaMMe
pacteopa CTAHAAPTHOIO obpazua
KeTopoNaka  TpomeTamMuHa  (pasgen
«K01M4eCTBEHHOE ONPefeIeHHEN).

Remarks: The Product conforms to NIV
[Tpumeuanue: [Ipoaykr cootBeTcTByet Tpebopannam HII

Conclusion; APPROVED /
Zaxaouenne: OJJOBPEHO

Jlara: 31.05.2025

Hata: 31.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Rama Kant Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautesb
@m\uﬂ—- I3 Amit Kumar A Lo
g c;&'«/‘f" ll T
Reprint Date / \ Reprint Date / Reprint Date / .

Jlara: 31.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hitis, 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.

Farmulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

wwiw.drreddys.com

Product : Ketorol Express (k_eto_rolac_) Orally Disfn}eg;tting Tablets 10 mg
TIponykt: Keropon® Ixcnpece (keroposiak) Ta6aeTKH, JHCIIEPTHPYCMBIC B N0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccusn

Batch No / ] Batch Quantity / 3600000 tab /
Cepust Ne Nl O6beM cepHH * 3600000 Tab
Analytical Repovrt No / . 040002953626 Date of Analysis / . 31.05.2025
AxannTHYecKHH oTyeT No JlaTa anajguza

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Harta npon3BOACTBA T'open oo

Mifg. License No. / i
IpousBoacrBeHnan : MNB/05/263 ZA nul;l;]er. 4 - gl’[—.N‘g(004669) =R
JIMUeH3HA No omep ) e

Analysis performed according ND:

/ Ananus nposenen no HI: JII-Ne(004669)-(PY-RU)-190224

Page3 0of 9/ Cip.3 n3 9

iﬂo Test / IToxazaTean Results / PeayabtaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET 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-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
YIOEPKUBAHUA TINKOB
2-0yTHATMAPOKCHAHH3O0MA H
3-6yTWIrHOpOKCHaHMu301a HA

XPOMATOTpaMMe HCIBITYEMOI0 pacTBOpa

IO/DKHBI  COOTBETCTBOBAThL  BPEMEHaM
yAepXXHBaHAA NUKOB
2-6yTHATHAPOKCHAHH301IA )i
3-0yTHATHAPOKCHAHU30NA Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHOIrO
o6pasua 6yTunruaApoKcHann3ona (pasmen
«ConepxaHue
OYTHIrH(POKCHAHH3ONAN).

Remarks: The Produet conforms to ND/

INpumeuanue: Ipoayxr coorpererpyer Tpebopanmam HIL

Conclusion: APPROVED /
3axmiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneno: Rama Kant [Mpoeepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosogurens

N et iom Amit Kumar e o
Reprint Date / \ Reprint Date / Reprint Date / X

JHara: 31.05.2025

JMata: 31.05.2025

JHara: 31.05.2025

Regictarad Office: 8.2 327, Road M 2, Ranjara Hilis, Hydrerabad - 500034, Telangana, Inrlia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mall@drreddys.com
CIN: L85195AP1984PLCOU4507

www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Jkenpece (keroponax) rabaeTkH, Aucnepriupyemele B noaocrs pra, 10 mr

| Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne e O6beM cepun ' 3600000 Tab o)
Analytical Repo“rt No/ . 040002953626 Date of Analysis / . 31.05.2025
AHanuTHYecKHH oT9eT Ne JlaTa anajn3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npoH3BOACTBA ToxeH mo g
Mfg. License No. / . o
IlponseogcTBeHHAR : MNB/05/263 D T Y 3 s

Homep PY RU)

JIALEH3UST Ne

Analysis performed according ND: / Anasns npoBexen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Paged of 9/ Cyp. 413 9

OHOPOAHOCTHL Macebl

I;f Test / Iloka3aTens Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeanss 69.4 mg / 69.4 M 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 / CooTBeTcTByeT
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — ne OGonee = 10 %;
2/20 Tabnerok — He Gosee = 20 %.

4 Disintegration time /
PacnagaeMocTh

00 min 22 sec / 00 mun 22 cex

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

Unit-1/ Ta6a-1
Unit-2 / Tabn-2
Unit-3 / Tabn-3 .
Unit-4 / Tabn-4
Unit-5 / Tabn-5
Unit-6 / Taba-6

5 Dissolution / PacTBOpeHne

99 % Not less than 75% (Q) of

99 % Ci1sH1aNO3+C4H 1NO; (ketorolac
¢ tromethamine) in 15 min. / He menee

101 % 75 % Q) CisHiaNO;+C4H11NO;

" (keTopoNaKa TpOMeTaMHH) yepes 15 MuH.
(1]

101 %

101 %

Rernarks: The Product conforms te NI/
Ipumedanue: IIpoaykT cooTBeTcTByeT Tpebosanuam HJ

Conclusion: APTROVED /
3axmwouenne: OJOBPEHO

Prepared by / Checked by /
ITonrorosieno: Rama Kant

INpogepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBonutesns
Amit Kumar v

e

Reprint Date / \
Jata: 31.05.2025

Reprint Date /
Hara: 31.05.2025

Reprint Date / E
Hata: 31.05.2025

Negistered Office: $2 327, Road No. 3, Banjara Hiils, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mall@drreddys.com
CIN: L85195AP1984 PLCOUAS07
www.drréddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

vill. ithol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tal + +91 98166 56001-02

CEPTUOPHKAT AHAJIM3A

wwedrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayst: Keropoa® Irenpece (Keroposak) Tabaerkn, gucueprupyenblie B 10a0cTu pra, 10 mr

Market / Puinox :Russia / Poccusa

Batch No / . Batch Quantity / _ 3600000 tab /

Cepus Ne o Obnem cepun * 3600000 Tab

Anmnalytical Repog’t No/ . 040002953626 Date of Analysis / . 31.05.2025

AHanurudeckuii oryer Ne JlaTta anaau3a -

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

Jara npon3BoAcTBA T'omen ao

Mifg. License No. / . o

IIpousBoAcTBEHHAAN - MNB/05/263 MA number: / : JIIL-Ne(004669)-(PT'-
Homep PY RU)

JHnen3us Ne m= PR — =i

Page 50f9/Crp.Sm3 9

Copepxauie ROJTh

i.: Test / [lokazaTesnb Results / Pe3ynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CootBeTCTBYET A uniform suspension passing through a
HAucnepcHocTh 710 um sieve is formed. / O6pa3zyerca
O[HOpOAHAA CYCIEH3UA, NpoXoAAuas
CKBO3b CHMTO C pa3MepoM OTBEPCTHH
710 MkM.
7 Impurities / Ilpumecu
1-hydroxy analog of 0.0038% not more than 0.5 %; / He 6onee 0,5 %,
ketorolac: /
l-runpokcuananor
KeTopoJIaKa
1-keto analog of ketorolac / : not more than 0.8 %, / ne 6onee 0,8 %:
1-keToaHanor KeToponaka 0.05%
unidentified impurity / not more than 0.5 %; / ne 6onee 0,5 %;
€AMHITYHAsA 0.02%
HeuAEeHTU(HHLINPOBaHHAS
MIPUMECH
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa rpuMece
8 Water content / 22% Not.more than 7.0 %. /

Hc Ganee 7,0 %.

Remarks: The Product conforms to ND/

TIpumedanue: IponykT cooTseTcTBYET TpeGopanuam HII

Conclusion: APPROVED /
3aumoyenne; OJJOBPEHO

Prepared by /
IMonrorosneHo: Rama Kant

Rt

Checked by /
ITporepewo: Pardeep Kumar

0

[
g™

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar

Reprint Date /
Jarta: 31.05.2025

Reprint Date /
Hara: 31.05.2025

Reprint Date /
JHata: 31.05.2025

Registered Office: §-2-337, Road No. 3, Banjaia Hiiis, Hyderabsd - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L853i95AP1984PLCOU-5C7

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6

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

CERTIFICATE OF ANALYSIS ,
CEPTHOUKAT AHAJTH3A  WWwdreddyscom
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i Jn |
Hponyxt: Kevopoa® Ixenpece (keTopoaK) TabaeTKH, LHCIeprHpyeMbie B NOI0CTH pra, 10 mr
Market / Prisox :Russia / Poccus
Batch No / N Batch Quantity / . 3600000 tab /
Cepua Ne LV O6LeM cepHH * 3600000 Tab |
Analytical Repo:'t No/ . 040002953626 Date of Analysis / . 31.05.2025
AuaguTHdecKnii oTyeT No Jara aHa/In3a ]
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jlata npoH3BoJCTBA T'oagen o
Mfg, License No. / L .
IIpon3BoJACTBEHHAS - MNB/05/263 MA number: / : JIIE-Ne(004669)~(PT-
Homep PY RU)
IHLeHsHA No

Analysis performed aceording ND: / Ananus nposegen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

S|

Page 60f 9/ Crp. 6 13 9

No

No Test / [loxasaTean Results / PeayasTaTsl | Specification / Hopma
9 Residual solvents / OcraTouHble OpraHy4ecKue pacTBOPHTEN
Isopropyl alcohol / 6 ug/tab / Not more than 350 pg/tab. /
HzonpomnaHon 6 Mxr B TabneTke He Gonee 350 MKr B TabNETKE.

10 | Microbiological purity*/ Mukpo6uonoruieckas YHCeTOTA®

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / 0611ee 4ncio . e Gonee 10° KOE/r;-
a3po6HBIX MHKDO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10* CFU/g; /
mold count / obllee YHCIIO He Gonee 102 KOE/T;
OpOAOKEBbIX H TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTCcyTcTBHE B 1 T.
11 | Uniformity of dosage units / 53 Acceptance value (47) not more than
OaHOpOJHOCTD : 15.0 TokazaTens npreMneMocTu (4¥)
J03HPOBAHHBIX €NHHIL momxeH 651Th He 6onee 15,0.

Remarks: The Product conforms to ND/
Ipumeyanne: IIPOAYKT COOTBETCTRYET tpebosannam HJI

Conclusion: APPROVED /
Zaknaw4enne: OJIOBPEHO

Prepared by / Checked by /
TMoxrotosneno: Rama Kant

[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: MeHeuxep / PykoBOAHUTEND
Amit Kumar A f

[N

Bud e

Reprint Date /
Jara: 31.05.2025

Reprint Date /
Jara: 31.05.2025

Reprint Date /
Tara: 31.05.2025

Kegistered Offlce: 8-2-3
Tel: +91 40 490

37, Road No. 3, Banjdra Hills, Hyduiabad - 500034, Telangana, India
0 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formuiation Unit-6
Vill, Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA

Tel : +91 98166 56001-02

CEPTUOPHUKAT AHAJIU3A

www.drreddys.com

Product : _ﬁétarol_Express (ketorolac) Orally Disintegraﬁﬁg_'rﬁb]ets 10 mg

Hponyier: Keropon® Dxenpece (ketoponak) tabneTks, Aucneprapyenmbie B mosgoctn pra, 100mr

Market / Prinox :Russia / Poccus

Batch No / ) Batch Quantity / . 3600000 tab /

Cepus Ne a2 Ob6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002953626 Date of Analysis / . 31.05.2025
AHajgaTHYecKH#i oTuer Ne JlaTa anaausza

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

JaTa npoM3BoacTBa Loxen xo

Mfg. License No. / '
IlpousBoacTBEHHAR : MNB/05/263 I]\;[ s nurlr)lg)’er. / - IJ{II';NQ(004669)-(PI‘-
JHLeH3uA Ne omep

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page70f9/Crp. 7 w3 9

i:) Test / [loka3aTenn Results / PesynbTaTn Specification / Hopma
12 | Assay/ KoanuecTBeHHOE 99mg/99mMr From 90mg to 11.0 mg of
onpeaejeHHe (98.6 %) Ci5H13sNO3*C4H 1 NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 10
11,0 Mr C5H3NO;3+C4H1;NO3
(ketoponaka tpoMeramuH) (oT 90,0 no
110,0 % ot 3asBNEHHOr0 KONHYECTBa) B
Tabnerke.

13 Butylhydroxyanisole
content / Cogepxanue
BYTHATHAPOKCHAHK30/1a

0.0968 mg/tab /
0.0968 Mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B Tabuetke,

14 | Package description /
Onucanne ynakoBKH

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. / ITo 10 rabnetok B
omucrepe w3 ([TA/AJVTID ¢
praronornoturenemM/I1SBII)
donbru // (II3/AJI) doneru. Io
2 6nuctepa BMECTE C JIHCTKOM-
BKJIAIBIILIEM B nadky
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. / Tlo 10 Tabnerok B
6aucrepe u3 (IIA/ATITID c
snaronoraorutenem/II3BI1)  donbru //
(TI3/AJ) doneru. o 1 wru 2 GnucTepa
BMECTE C JINCTKOM-BIUTAABIILIEM B MA4Ky
KapTOHHYIO.

Remarks; The Product conforms to ND/

IIpumeuanue: [IpoayKT cooTBeTCTBYET TpebopanuaM H]T

Conclusion: APPROVED /
3akarouenne: OJJOBPEHO

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

Toarorosneno: Rama K; nt ‘JY TIposepeno: Pardeep Kumar | Omofpeno: Menemep / PkoBoaurens
kl\«k}} o Amit Kumar ‘\ o

Reprint Date / Reprint Date / Reprint Date /

Hara: 31.05.2025 Hara: 31.05.2025 Iara: 31.05.2025

Reglstered Offlce: 8-2-327, Ruad Nu. 3, Banjaia Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com .

CIN; L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qf:'

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS ,
CEPTHOMKAT AHAJM3A  “Wwdreddyscom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i 7
Tpogykr: Keropoa® Jxenpece (keropoaax) Tabnerku, ancneprupyemsie B nonoctu pra, 10 mr =l
Market / Poinok :Russia / Poccus sl |
Batch No / i Batch Quantity / . 3600000 tab /

Cepust Ne bV 2RI O6BeM cepuu * 3600000 Tab
Amalytical Repo:’t No/ . 040002953626 Date of Analysis / . 31.05.2025
AHaTHTHYeCKHH oTueT No Mara ananusa

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

llaTa mpouzBoacTEa Tonen o |
Mifg. License No. / . o
Ilpon3popcrBenHan . MNB/05/263 B VT : Ll LSS R

Homep PY RU)

JHnensna Ne ]
Analysis performed according ND: / Auanns nposesen no HJI: JII-Ne(004669)-(PT'-RU)-190224 |

Page8 of 9/ Crp. 8 u3 9

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

* I1pa BbIMyCKe JEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KA4eCcTBa N0 nokasarento «MuKpobuosiornyeckas
YHCTOTa» MPOBOAHTCH 4151 KAXA0MH 20-0 cepHH, N ANS OOHOI CEPHH B I'ol, B 3aBUCHMOCTH OT TOI0, YTO

HACTYMUT paHblue,

API name / Hanmenosanue APC:
INN / MHH:

_Ketorolac tromethamine / KeToponaka TpoMeTamuy

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu nponssoanteas ADC:

ABSH001109, ABRH009903

FP Manufacturer API Batch number /
Homep cepnn cyGcTaHIMH OPOU3BOANTENS
TJd:

FESAQ0158, FESA00034

API Manufactured by & country /
Iponzsogntens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlabopatopuc JItzn,., Uuaus

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

HaumMeHoBaHHe, agpec, JIHUEH3HS I8
IIpon3BogcrBeHHast mwiomaaka / Mnomagka
KOHTpo.if kagecTsa / [Inomaaka Beinycka

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

H-p Penny’c Jlabopatopuc JIta., Munus, [IpovzBoacTBEHHOE
noapasaenedue-6, Bumn. Kxons, Hanarapx Poyn, Baman, JucTpukT
Conan, X.I1., 173205, Uunus (nuneusus 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/

Tpumeuanue: [IpoaykT coorBeTcTByeT TpeboBarnsam HIT

Conclusion: APPROVED /
3akawuenune: OJOBPEHO

Prepared by /
Tloarorornerno: Rama Kant

7

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens

C}f’/ Amit Kumar N A

Reprint Date /
JHata: 31.05.2025

Reprint Date /
Hara: 31.05.2025

V. -
Reprint Date / ;
Hara: 31.05.2025

Registered Ufflce: 8-2-337, Road No. 3, Benjdra Hills, Hydcrabod 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1.CO04507
www.drreddys.com



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

Dr- Red dY’S ". Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS T¢l:+91 98166 56001-02
CEPTHOUKAT AHAJIA3A www.drreddys.com

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

Hpoaykr: Keropon® Dxenpece (keTopoax) TabiieTku, AHcneprupyemsic B nojaocTu pra, 10 mr .
Market / Poinok :Russia / Poceus

Batch No / ) Batch Quantity / . 3600000 tab /
Cepus Ne Ty O6beM cepun ' 3600000 Tab

Analytical Report No / - 040002953626 Date of Analysis / . 31,05.2025
Ananutuyeckuii oTyer Ne Hara anannsa

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

JdaTta npoHsBoacTBa Tonen no

Mfg, License No. / n o
HpouzsoacTeeHHAst . MNB/05/263 MA number: / : IR LB =8 T

Homep PY RU)

namensus Ne — - -
Analysis performed according ND: / Anasus nposenen o HJI: JITT-Ne(004669)-(PT-RU)-190224 j

Page 9 of 9/ Crp. 9 uz 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 verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKiri04eHMe 0 COOTBEeTCTBHH: «HHACTOSAIMM s MOATBEPXKIAIO, YTO PHBEACHHAS Bhllle HEGOpMAIug ABJIAETCA
INOCTOBEPHON M TOYHOW. DTa cepus MPOAYKUMH NpOM3BeldeHa (BKIIOYAs yIAaKOBKY (MapKHPOBKY) M KOHTpOJE
Ka4ecTBa) Ha BBHIIICYKA3aHHOM NPOH3BONCTBEHHOH IUIomanke (IUIOMANKaXx) B IIONHOM COOTBETCTBHM C
TpefoBanuaMM [IpaBull HamIexalled TPOU3BOACTBCHHON MpakTHKH EBpa3uitickoro 3KOHOMHYECKOTO COr03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) 1 TpeboBaHHAMH KOHTPOJLI KAUeCTBa JIEKapCTBEHHBIX CPELCTB,
a TakXke B COOTBETCTBUH CO CHEIM(PUKAIASIMHE, COIEPKAUTMMHUCS B PErHCTPAIIHOHHOM JOCEE CTPaHBI-UMIIOpTEpa.,
3arHcH 110 IPOKR3BO/ICTBY, YIIAKOBKE M AHAIIM3Y [IPOBEPEHEL, H YCTAHOBJIEHO UX COOTBeTCTBHE Tpebopanmsam Ipasun
Ha [IeXxalieil IpOU3BOICTBEHHOH MpaKTHKKU EBpazuiicKoro 3KOHOMHYECKOTO COH3aM.

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

[Tpumeuanue: [IpoaykT coorBercTBYeT TpeboBanuam HJT 3axnrouenue: OJJOBPEHO

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

IMoarorosneno: Rama Kant Iporepeno: Pardeep Kumar | OpobpeHo: Menemxep / PykoBogurens
g».l\dﬂ:/ af Amit Kumar {,\_:_0/\;

Reprint Date / \ Reprint Date / Reprint Date /

Hara: 31.05.2025 Iara: 31.05.2025 Jara: 31.05.2025

Registered Oftice: 8-2-23/, Road No. 3, Banjara Hlils, Hyderalad « 500034, Telangania, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




