Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Oraiy Disintegrating Tablets 10 mg
Hpoxnyxr: Keropon® Dxcnpece (keroponax) TabieTky, AHCIEPrHpYeMbIe B 1010¢TH pTa, 10 mr

Market / Peinok

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab / =

Cepus N2 ety O6bem cepun " 3600000 T26

Analytical Repovrt No/ - 040002935995 Date of Analysis / - 17.05.2025

AHamnTYeckuii oryer Ne JaTa anaau3a L

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

JaTa npousBoacTBa T'open go .

Mfg. License No. / :

Tipowszo/icTReRNan . MNB/05/263 WS .y JHI-Na(004669)-(PT-
Homep PY RU)

JHUen3usi Ne n

Analysis performed according ND: / Ananus nposegen no HJI: JHI-NE(OMGG_Q)T}’I‘-RU)-IQOZM

Pagelof 9/Cip. 1139

- =
No . .
No Test / Tloxa3atens Results / PeayabTaThl Specification / Hopma
1 —Description/ Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets i
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrneie
side. / Kpyrnbie nnockue wiockue Tabnerkd ¢ (Gackod, CBETNO-
TabneTku ¢ hackoi, CBETIO- XEJTOr0 lBeTa C rpaBHpOBKOH «|» Ha
3EJITOro 11BETa C TPaBHPOBKOM OIHO# CTOPOHE.
«l» Ha OHOH CTOpPOHE.
2 Identification / UpenTUdnKaus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / V®-cnekTpbl NOrIOUIEHAS
MCIBITYEMOTO pacTBOpa M  pacTBopa
crangaptHoro  ofpasua  keroponaka
TpOMETaMUHA OOJDKHB] HMETb
MaKCUMYMBI TIPY OHOH U TOH Xe AnuHe
BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IpumMeuanne: [TpoaykT cooTBeTCTBYET TpeboBanuam HIL

Conclusion: APPROVED /
3akao4uenne: OJJOBPEHO

Prepared by / Checked by /
[Moarorosneno: Ramakant ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykegpﬂmenb
Amit Kumar ;\\,ﬂf )

U -

Rt ol
Reprint Date / |

Reprint Date /
Hara: 17.05.2025 JHara: 17.05.2025

Reprint Date /
Jara: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2993, Email: maii@drreddys.com
UIN: LESTY5AR198ARLLUL45U/
www.drreddys.com




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

@ e
Dl'. Reddy’s q;‘ : Vill. Khol, Nalagarh Road, Baddi,

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

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

CEPTH®HEKAT AHAJTH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoua® Ixenpece (keTopoaak) Tabierin, AMCNeprapyeMsie B 0J0CTH pTa, 10 Mr

Market / Pp11oK :Russia / Poccus

Batch No / , Batch Quantity / _ 3600000 tab /

Cepus Ne ey L O6bem cepiH " 3600000 Tab

ﬁnalytlcal Repo:‘t No/ - 040002935995 Date of Analysis / - 17.05.2025
HANHTHYeCKHi oTyeT Ne HMarta ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npon3Bo/cTBA I'onen o

Mfg. License No. / g .

IIpon3BoACTBEHHAS : MNB/05/263 MA number: / c JII-Ne(004669)-(PT -

Homep PY RU)
Jnuensns No

Analysis performed according ND: / Anaaus nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224
Page2of 9/Crp.2 M3 9

[ No

Ne Test / [NokazaTenn Results / Pesy1bTaTh! Specification / Hopma

Complics / 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 ynepXHBaHHA
OCHOBHOIO MNHKa Ha XpOMaTorpaMme
UCTIBITYEMOTO pacTeopa TOJDIKHO
COOTBETCTBOBATL BpEMEHU YAepiKHBAHHA
OCHOBHOI0 NUKa Ha XpoMaTorpaMme
pacTBopa CTaHZapTHOTO obpasua
KkeToponaka  TpoMerammpHa  (paszen
«KosuuecTBEHHOE OIIPEIETIEHHEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanue: [Iponykr cooTBeTcTBYET TpeboBanusam HII 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosneHo: Ramakant [posepeno: Pardeep Kumar | Ono6peno: Menemwxep / P{'l/(QBonmenL

%w‘gfr/ ) ‘4":’" Amit Kumar [\, -

.Reprint Date / Reprint Date / . Reprint Date /
Hata: 17.05.2025 Hara: 17.05.2025 Jata: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 49G0 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwyv.drreddys.com




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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIA3A

Product : Ketorol_Exi)ress (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Ixenpece (keToponak) Tabaerky, ucnepriupyemMeie B MOJIOCTH PTA, 10 mr -

Market / Peinox :Russia / Pocensa

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne VRl O6BeM cepHH " 3600000 Tab

Analytical Repo:’t No/ - 040002935995 Date of Analysis / . 17.05.2025

AHUTHTHYeCKHI oTdeT Ne JlaTa aHa/au3a |

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jlata mpou3sBOACTBA T'ogen 10 e

Mfg. License No. /

ITponzeoacreeHHan : MNB/05/263 WL e : MBIk R
Homep PY RU)

MueHsus No

_Analysis performed according ND: / Anasnus nposegen mo HJL: JII-Ne(004669)-(PT-RU)-190224

Page3of 9/Crp. 3 n3 9

i.oo Test / [TokasaTensn Results / PesynbTaThl Specification / Hopma
' Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudporcuanuzon butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

chromatogram of the test solution should
comrespond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / Bpemeuna
yIepKABAHLSI IHKOB
2-6yTUITUAPOKCHAHHU30IIA H

Ha

3-6yTIIrMApOKCHAHM3OA
XpOMaTorpaMMme HCILITYEMOrO pacTBopa

JOJDKHEI  COOTBETCTBOBAThH  BpEMEHAM
yICPKHBaHUA TIHKOB
2-6yTUNrHAPOKCHAHHU30/1a H
3-6yTHATHAPOKCHAHH30IA Ha

XpOMATOrpaMMe pacTBOpa CTAHAAPTHOTO
obpasua SyTunruapokcHannzona (pasnen
«ConepxaHue
OYTHITHAPOKCHAHH30JIAN).

Remarks: The Product conforms to ND/

ITpumeuanue: [Iponykt cooTBeTcTBYeT TpeGosanusam HJI

Conclusion: APPROVED /
Baxmouenne: OJOBPEHO

Prepared by /
IMonroroeneHo: Ramakant

Checked by / )
[Mporepeno: Pardeep Kumar

B SPN gy

Approved by: Manager/Executive /

Ono6peno: Menenxep / Pykosoauresns

Amit Kumar /\\,-
/

1

’/-‘-

>
Reprint Date / '
Jara: 17.05.2025

Reprint Date /
JHata: 17.05.2025

Reprint Date / !
Hara: 17.05.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +$1 40 4900 2999, Email: maii@drreddys.com .
CIN: L85195AP1984PLC004507

wwyv.drreddys.com




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

Tel : +91 98166 56001-02
www.drieadys.com

CEPTHOUKAT AHAJIU3A

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

Ipoayxr: Keropos™ Jxenpece (keropoaak) Tabaerky, AUCHepriupycaibie B NoJOCTI pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / T Batch Quantity / 3600000 tab /

Cepusi Ne e e O6bem cepin 3600000 Tab

Analytical Repourt No/ - 040002935995 Date of Analysis / . 17.05.2025

AnanntHueckuit oryer Ne Jara apanusa

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

Jara npompoacTia T'onen 1o I = i

Mfg. License No./ . 5 u

ITponzBopcrBeHHan : MNB/05/263 MA number: / ’ JINE-Ne(004669)-~(PT-
Homep PY RU)

Juuen3us Ne

Analysis performed according ND: / Auann3 nposeaes mo HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page4 of 9/ Crp. 4 m3 9

macca

Uniformity of weight /
OaHOPOIHOCTE MaCChI

Complies / CooTBeTCTBYET

if Test / [Toxa3aTenb Results / PesyaLTaThi Specification / Hopma
3 Averagce weight / Cpeanas 69.4 mg/ 69.4 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /

Ot 67,2 Mr no 72,8 Mr (70,0 Mr £ 4,0 %).

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

4 Disintegration time /
PacnanaemocThb

00 min 17 sec / 00 MuH 17 cex

Not more than 3 min. / He Gonee 3 MuH.

Unit-1/ Tabn-1 101 %

5 Dissolution / PacTBopenue Not less than 75% (Q) of
, : CisH13NO;+C4H [ INOs (ketorolac
Unit-2 / Ta61-2 102 % tromethamine) in 15 min. / He wmenee
Unit-3 / Ta6n-3 103% | 5%  (Q CisH13NO3+C4H11NO3
] (keTOpoJiaka TPOMETaMHH) uepes 15 MUH.
Unit-4 / Tabn-4 103 %
Unit-5 / Tabn-5 100%
Unil-6 / Tabn-6 97%
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Iprumeuanue: [TpoaykT cooTeeTcTBYeT Tpebosanram HJJ

3axmouenne; OJOBPEHO

Prepared by /
IMoarorosnedo: Ramakant

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Mexemxkep / PykoBoaurenb
Amit Kumar

Al

Reprint Date /
Jara: 17.05.2025

Reprint Date /
Hara: 17.05.2025

Reprint Date / !
HNara: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN. LBB138AP19&UPLLUUELY ¢

wwiw.drreddys.com




Dr.Reddy’s ‘g’.

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 92166 56001-02

CEPTUOUKAT AHAJI3A

www.orreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixcmpecc (keropoaak) Tabaerks, ANCHeprupycymLe B MOJIOCTH p1a, 10 Mr

Market / PpiHoK :Russia / Poccus i

Batch No / . Batch Quantity / 3600000 tab /

Cepua No o O61em cepHH " 3600000 Tab i

Analytical Repovrt No/ - 040002935995 Date of Analysis / . 17.05.2025

AnanuTndecknii oryer Ne Hara anannza |

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Hara mpouspoacTBa T'ogen xo

Mfg. License No. / .

NpoussoacTeenHasn : MNB/05/263 et/ : SIMR L S o el
Homep PY RU)

auuenzus Ne

| Analysis performed according ND: / Auann3 nposeaen no HJI;: JIT-Ne(004669)-(PT-RU)-190224

Page 5of 9/ Crp.S5mu3 9

io Test / okazaTenn Results / PedynabTaThl Specification / Hopma
14
(] Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
HMucnepcHocTb 710 pm sieve is formed. / O6pa3syercs
OIHOPOAHAA CYCHEH3MA, TIPOXOMsLiast
CKBO3b CHTO C Ppa3sMEpoM OTBEPCTHH
710 mMxMm.
7 Impurities / [Ipumecu -

1-hydroxy analog of
ketorolac: /
1-runpoxcuanasnor
KeToponaka

Below LOQ (LOQ =0.032 %) /
Huxe npenmena KONHIECTBEHHOTO
onpenenenns (ITKO = 0.032 %)

1-keto analog of ketorolac /
1-keTOaHAMOT KETOpONaKa

0.03%

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

" not more than 0.8 %: / ne 6onec 0,8 %;

unidentified impurity /
eNVHHYHas
HeHOeHTUGHULMPORARHAS
npHMech

0.02%

not more than 0.5 %:; / He Gonee 0,5 %;

total impurities /
cyMMa mpumeceit

0.1%

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

8 Water content /
Copeprkanne BoAbl

23%

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

Remarks: The Product conforms to ND/
ITpumeuanue: ITpogykT cooreTcTBYET Tpebosanusm HJI

Conclusion: APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tlonroroeneno: Ramakant Ipoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauresns
P Amit Kumar (%
Jﬁ// Q.l_,.—g«f I:\:"/’/,._ .
Reprint Date / Reprint Date / Reprint Date /
Hata: 17.05.2025 Hara: 17.05.2025 Jara: 17.05.2025

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

Tel: +91 40 4900 2300, 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-56

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

2l .01 9815¢ £5001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.coin

Jaunenzust Ne

[Product : Ketorol Express (ketorolac)_drally Disintegrating Tablets 10 mg _

IIpoaykr: Keropon® Ikcnpecc (keroponak) TabaeTku, ANCHeprapyemble B MOJI0CTH pTa, w0omr
Market / Poinok :Russia / Poceua

Batch No / g Batch Quantity / 3600000 tab /
Cepusa Ne et O61em cepui " 3600000 Tab
Analytical Repo:'t No/ . 040002935995 Date of Analysis / . 17.05.2025
AHanuTH4yeckHii oryer No Jara anannsza

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

MaTta npouzBoACTBA - C _ I'open g0

Mfg. License No. / :

: MA number: / _ JIII-Ne(004669)-(PI'-

IIpouseoacTBEeHHAN : MNB/05/263 Homep PY ' RU)

| Analysis performed according ND: / Ananns nposejen mo HJI: JIT1-Ne(004669)-(PT-RU)-190224

|
==

Page 60f 9/ Crp. 6 m3 9

OaHOpOJHOCTEL
A03MPOBAHHBIX eAHHAL

i‘? Test / Tloka3zaTenn Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble Opranu4ecKie pacTBOpHTETH

Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
HzomnpomnaHos 4 MKr B TabneTke He 6onee 350 Mxr B TabneTke.

10 Microbiological purity*/ Mukpofnonoruyecicas uncrora* g pan
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ofwee YHCIIO NA He Gonee 103 KOE/T;
a3pO6HBIX MUKPO-
OpraHH3MOB
Total Combined Yeast and not more than 10° CFU/g; /
mold count / o6wee uucno NA He 6onee 107 KOE/r;
IPOXOKEBBIX U ILTIECHEBBIX
rpuboB
Escherichia Coli NA | shell be absent in 1 gram. /

oTcyTcTBHEe B 1 T.
11 Uniformity of desage units / 3.1 Acceptance value (4¥) not more than

15.0 TlokazaTens npueMiIeMocTH (4F)
IosmKeH 6bITh He 6onee 15,0.

Remarks: The Product conforms to ND/
[Tpumeuanue: [TpopykT cooTsercTBYeT Tpebopanuam HJT

Conclusion: APPROVED /
Bakaovenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno: Ramakant IMposepeno: Pardeep Kumar | Omo6peno: Meremxep / PykoBoautesnb
_ Amit Kumar S
/ CI,__":" | _.--“" i
Reprint Date / Reprint Date / Reprint Date/ '
Jara: 17.05.2025 Mara: 17.05.2025 JTata: 17.05.2025

Registered Offica: 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 ":‘

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
M ponykr: Ketopoa® Fxcnpece (keroposak) Tabaerkn, ARCAEPrHpyerbie B M0J0CTH DT, 10mr

CERTIFICATE OF ANALYSIS

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

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

Tel 131 25158 56001-02

CEPTHO®HKAT AHAJIM3A

www.drreddys.com

Market / PbIHOK :Russia / Poccus o

Batch No / " Batch Quantity / ~ 3600000 tab /

Cepus Ne A OGBem cepun " 3600000 Ta6

Analytical Report No / . 040002935995 Date of Analysis / . 17.05.2025

AnamnTHecKuii oTyer Ne ) JTara anaauza *_ i

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jara nponssojcTea Tonen go

Mfg. License No. /

IIpou3sBoaCcTBEHHAR : MNB/05/263 MA number: / ; JIL-Ne(04669)-(PT -
Homep PY RU)

Jnuensus No

Analysis performed according ND: / Ananus nposeaes no HJL: JII-Ne(004669)-(PT-RU)-190224

Page 7 of 9/ Crp. 7 u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 TabneTox B
Gnucrepe u3 ([TA/AJ/IID ¢
piiaronorsiorutesneM/T19BIT)

¢onsru // (113/AJ1) doneru. Ilo
2 OnucTEpa BMECTE C JIMCTKOM-

NNS Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
12 | Assay/KosnuyecTBeHHOE 10.1 mg/10.1 mr From 9.0mg to 11.0 mg of
onpegesieHye (101.3 %) Cy5sH13NO3+C4Hi 1 NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet./ Ot 9,0 Mr g0
11,0 Mr CsH)3NO3+C4H |1 NO3
(xeToponaka Tpomeramun) (ot 90,0 no
110,0 % OT 3asBNEHHOTO KONMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab. /
content / Cogepxanue 0.0942 mr B TabneTxe He menee 0,042 mr B Tabnetxe.
6yTHArNApOKCHAHM30/12
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 tabneTox B
faucTepe 13 (TTA/AJITID c
pnarororornteneM/TIOBIT)  ¢onsru //
(T13/AJT) donsru. Tlo 1 wnu 2 6aucrepa
BMECTE C JIMCTKOM-BKIAAblLEM B MAYKY
KapTOHHYIO.

BKJIaABILIEM B naykKy

KapTOHHYIO.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeyanse: [Ipoaykr cooreercreyer Tpebosansam HI Bakarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneHo: Ramakant ITposepeHo: Pardeep Kumar | Ono6peHo: Menemxep / PyxoBonuresnb

r Amit Kumar -
(e NI d[\\f' g

Reprint Date / : Reprint Date / Reprint Date/ '
Jata: 17.05.2025 Hara: 17.05.2025 JHata: 17.05.2025

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.corii

CIN; LES1YSAP1984PLCO04D07
www.direddys.corm




Dr.Reddy’s Q;

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

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

CERTIFICATE OF ANALYSIS 1. .01 98165 56001-02
CEPTUOHKAT AHAJIH3A www.drreddys.com
[Product : Ketorol Express (ketorolicj Orally Disintegrating Tablets 10 mg oy Ty
Mpoaykr; Keropoa® Jxenpece (KeToposiaK) TabieTku, AHCHEpIIpyemble B MOJI0CTA pra, 10 Mr e
Market / PoiHOK :Russia / Poccus
Batch No / _ Batch Quantity / _ 3600000 tab /
Cepusa Ne Vgl O6nem cepHN " 3600000 Tab
Analytical Report No / - 040002935995 Date of Analysis / . 17.05.2025
Ananuraaeckui oryer Ne NaTa aHagnza )
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara nponzsojicTEA B T'onen 10
Mfg. License No. / ] o
ITpon3BoacTBEHHAS : MNB/05/263 MA number: / : JI-Ne(004669)-(PT*-
Homep PY RU)
JIHIeH3HA Ne
Analysis performed according ND: / Anajaus nposeten mo H/L: JIT-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 m3 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.

* [Ipu BBIMYCKE JIEKAPCTBEHHO0 NPEnapaTa KOHTPO/Ik KaYecTEa N0 M0KA3aATe10 «MukpoGuonornyeckast
YHCTOTA» MPOBOAMTCSA ANA KaXI0#H 20-0/ cepuH, HIH (1A OQHOIl CePHH B FO/, B 3ABUCHMOCTH OT TOF0, HTO

HACTYNIHUT paHblIE,

| API name / Hanmenosanune AD®C:

Ketorolac tromethamine / Ketoponaka rpoMeramitl

INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Homep cepun npouspogutens APC:

ABSH001207

FP Manufacturer API Batch number /
HomMep cepun cyOCTARIHH NPOH3BOANTEIS
TJId:

FESA00157

API Manufactured by & country /
Hpouseoantens AQ®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peqnu'c JIaGoparopuc JIta., Ueans

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

HanMmeHoBaHHe, aIpec, JIHAUECH3HS A5
IIpousBoacTBeHAas Nomanka / Ilnowaaka
KOHTpOsA kayecTBa / [Lnomaaka BhINyCKa

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

I-p Pennn’c JTaboparopuc JIta., Uuaus, IlpoussoacTeeHHOe
nofpasaencuue-6, Bunn. Kxons, Hamarapx Poyn, bapan, Jucrprir
Comnan, X.I1., 173205, Unausa (nuuensua Homep MNB/05/263)

Declaration of certificativn: « liereby certify that the above information i3 authentic and accurate. '1his balch of

Remarks: The Product conforms to ND/

ITprmeuanve: [IpORYKT COOTBETCTBYST Tpebosanuam HJ

Conclusion: APPROVED /
Zaxmouenune: OJJOBPEHO

Prepared by /
IloarotosneHo: Ramakant

Checked by /
I[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Amit Kumar A~ L

=1 g

b
Reprint Date / '

Jarta: 17.05.2025

Reprint Date /
Jara: 17.05.2025

Reprint Date / |
Jata: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

o
Dr. Reddy's ‘.O. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1,/ 01 92166 56001-02
CEPTHOUKAT AHAJA3A  ww.drreddys.com

Product : Ketorol ExErEss (ketorola_c) Orally Disintegrating Tablets 10 mg i |

Hpoayxr: Keropoa® Drenpece (ReTopoiak) TAGNETKH, THCHEPTHPYEMbLIC B IOJI0CTH PT4, 10 mr 1

Market / Poraok :Russia / Poccus )

Batch No / _ | Batch Quantity / _ 3600000 tab / -

Cepun No g o0 2] O6beM cepHl " 3600000 Tab

Amnalytical Repo:'t No/ - 040002935995 Date of Analysis / . 17.05.2025

AHamnTHyecKHi oTyeT Ne JlaTa anaJn3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npou3BOACTBA Topen po g |

Mfg. License No./

HpoussoacTeeHHast : MNB/05/263 : MA number: / : JII-Ne(004669)~(PT'~
Homep PY RU)

Jnuensus Ne

Analysis performed according ND: / Ananus nposenen mo HJI: JITI-No(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».

3aKIII0YeHHE 0 COOTBETCTBMM: «HaCTOAIINM 5 TIOATBEPCIAIO, YTO MPUBEJCHHAA BhINE HHOOPMAIHA ABJLAETCSA
JOCTOBEPHO¥ M TOYHOM. DTa cepHs NMPONYKIMH IIPOM3BeNeHa (BKJIIOYas YIAKOBKY (MapKUpOBKY) K KOHTpPOJIb
KayecTBa) HA BbIUIEyKa3aHHOH IPOM3BOJACTBEHHOH ILIOLIAAKE (wromaznkax) B TOJIHOM COOTBETCTBHH C
TpeboBanusMu [IpaBui Hamjexame# MPOU3BONCTBEHHON NPAKTHKH EBpasuiickoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u Tpe6OBaHUAMH KOHTPOJISI Ka4eCTBA JIEKADCTBEHHBIX CPEACTB,
a TaloKe B COOTBETCTBHHU CO CIIeHH(UKAIKSIME, CONEPIKAIMMHUCS B PETHCTPAITMOHHOM J10Che CTPaHBI-UMIIOPTEPA.
3aITHcH 110 TIPOM3BOICTRY, YIIAKOBKE H aHANIM3Y IPOBEPEHBL, H YCTaHOBIICHO HX COOTBETCTBHE tpeboBanusm Ipasnn
HaIexael IpOM3BOACTBEHHOM IIPAaKTHKH EBpa3suicKkoro 3KOHOMHIECKOTO COI03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanne: [Ipoaykt cootBeTcTBYeT TpeboBansaM HIT ' ) Zaxaouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: Ramakant Mposepeno: Pardeep Kumar | Ono6peno: Menensep / PykoBonATe b

@4 ab . Amit Kumar R

o ’d e g >

Reprint Date / | Reprint Date / Reprint Date / y
Jara: 17.05.2025 Hara: 17.05.2025 Hara: 17.05.2025
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