Dr.Reddy’s ‘:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labgratories Ltd.
Formuilation Unit-6
sl Khotl, Malagarh Rozd, Baddi,

CEPTUOUKAT AHAJIM3A

Dictt. Solan, .E, 173 205, MDA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Iponykr: KeTopoa® JDxcnpece (KeTopoaak) Ta6JeTKH, AMCIieprupyeMble B NOJOCTH pPTa, 10 mr

Market / PuIHOK :Russia / Poccus
Batch No / _ Batch Quantity / . 3600000 tab /
Cepus Ne Ve Ob6neM cepuu ~ 3600000 Tab
Analytical Report No / . 040002829593 Date of Analysis / . 27.02.2025
AHaIUTHYECKHHA oTHeT Ne JlaTa anaJym3za
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
JdaTa nmpou3BoJicTBa Toaen no
oA E ICEIRENDa MA number: / JIXI-Ne(004669)-(PT -
IIponszBoacTBeHHASA : MNB/05/263 X

Homep PY RU)
JuneH3ns Ne

Analysis performed according ND: / Ananu3 npoeeaex mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page1 of 9/ Crp. 1 u3 9

No v E—"
e Test / Iloka3zaTens Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrimbie
side. / Kpyrnpie nmockne nnockue TableTkn ¢ ¢ackol, CBeTIO-
TabreTkn ¢ dackoii, cBETIO- JKCIITOTO IBETa C TPaBUPOBKON «l|» Ha
JKENTOTO I[BETa C TpaBUPOBKOM OIHOM CTOpOHE.
«l» Ha 0IHO¥ CTOPOHE.
2 Identification / UnenTHuKanus

Ketorolac / Kemaponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaksat the same wavelengh
(& 2nm). / VO-cuexrpsl NONIOLICHHA

WCOEBITYEMOTO pacTBOpa M pacTsopa
cTangaprHoro ofpas3ma  KeToponaka
TPOMETaMHHa JOJDKHEI HUMETh

MaKCHMYMBI NpH OJHON M TOH e HIHHE
BONHEI (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: IIponyKT cooTBeTcTBYET Tpebopanmam H/I

Conclusion : APPROVED /
3axmouyenne: O JOBPEHO

Prepared by /

IMozrorosneno: Shagun

vl

Checked by /

ITpoeepeno: Shehnaz &

Approved by: Manager/Executive /
_Onobpeno: Menemxep / Pykosoaurens
Amit Kumar e

Reprint Date /

Jara: 27.02.2025

Reprint Date /

Hara: 27.02.2025

Reprint Date / '
Jara: 27.02.2025

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

CIN: L85195AP1984PLCO0AS07

www.drreddys.com
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Dr.Reddy’s ‘3’-"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Forrnulation Unit-6

siil. Khot, ialagarh Road, Baddi,
Dictt. Solan, H.P., 173 205, INDiA

CEPTUOUKAT AHAJIM3A

Tel (491 U815 SodlL-vs

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

edays.com

Iponykr: KeTtopoa® Jxcnpece (KeTopoaak) TabJeTkH, AMCHeprupyeMbie B 0JI0CTH PTa, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / - V2500331 Batch Quantity / ~ 3600000 tab /

Cepus Ne ’ O6beM cepun 3600000 Tab

Analytical Repovrt No/ . 040002829593 Date of Analysis / . 27.02.2025

AHanuTHYecKHH oTueT No JlaTa aHaamn3a

Da.t‘e of Manufacture / . 02/2025 Date of Expiry / - 01/2027

Jdara npou3BoacTBa TI'ogen o

Mfg. License No. / . o e

ITpouseoacTBEeHHAS : MNB/05/263 MAsnumber;:y/ ; SO NR(EOS GO
Howmep PY RU)

Juned3ns Ne

Analysis performed according ND: / Anaaus nposeen mo HJL: JIIT-Ne(004669)-(PI'-RU)-190224

Page 2 of 9/C1p. 2 m3 9

No

Ne Test / IloxkazaTejb

Results / Pe3yabTaTn!

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogramof
ketorolac tromethamine standard solution
(Assay section). / Bpemsi yIepKHBaHHI
OCHOBHOTO [MHKa Ha XpoMaToTrpaMMe
HCTIBITY EMOTO pactBopa IOJKHO
COOTBETCTBOBATH BPEMEHH YIEpPKHBaHUST
OCHOBHOTO THKa Ha XpOoMaToTpaMMe
pacTBopa CTaH/apPTHOTO o6paszua
KeTopoNiaka  TpoMeTaMuHa  (pasmen
«KonuvecTBeHHOE OIIPENCTEHYE).

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoxyKT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Baxkmouenue: OJIOBPEHO

Harta: 27.02.2025 Jarta: 27.02.2025

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

IToaroroeneHo: Shagun % IIporepeHo: Shehnaz‘%motipeﬁo: Menemfcep\/ Pyxopoantens
Amit Kumar / e

Reprint Date / Reprint Date / Reprint Date / k

Hata: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tal: 491 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q‘!‘

Dr. Reddy's Laboratories Ltd,
Forrnulation Unit-5
Vil ihol, Malagarh Road, Baddi,

CERTIFICATE OF ANALYSIS (). cop, 1., 172 205, 10DiA

CEPTHOHKAT AHAJIHM3A

195 10c Soubi-ud

iy

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

V5.COM

HpoaykT: Keropon®” Sxenpece (KeTOPoJaK) Ta6aeTKy, AUCNePrapyemMbie B OJI0CTH pTa, 10 Mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / - 3600000 tab /

Cepusi Ne 7 V2500551 O6beM cepuH * 3600000 Tab

Analytical Report No / - 040002829593 Date of Analysis / © 27.02.2025

AnanuTuyeckHii oTdeT Ne JlaTa aHanmu3a

Date qf Manufacture / . 02/2025 Date of Expiry / - 01/2027

JlaTa npou3BOACTRA T'ogen no

Mfg. License No. / ] “No

IIpoussoacTBEeHHAH : MNB/05/263 MA pumber: / 5 IR (OOZHOZRITS
Howmep PY RU)

Junen3nd Ne

Analysis performed according ND: / Ananns nposejen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 3 0f9/Cip.3 w39

1;2 Test / [lokazateanb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuzon 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 ("Butylhydroxyanisok

content" section). / BpeMena
yAepKUBAHUA TIHKOB
2-6yTWITHAP OKCHa HU30J1a u
3-0yTHITMAPOKCHA HU30Ta HA

XpoMaTOITpaMMeE UCIIBITYEMOTO pa CTBOpa

JIOJKHEL COOTBETCTBOBATH BpPEMEHAM
yIepXKHBaHUS TTHKOB
2-Gy THITHAP OKCHA HH3011a "
3-0yTHITHAPOKCHA HU3071a HA

XpOoMaTorpaMMe pacTBopa CTaHAapTHOTO
o6pasua 6yTHITHAPOKCHAHU307a (pasnen
«Copnepxanue

Oy THITHAPOKCHAHU30112%).

Remarks : The Product conforms to ND/
ITpumeuanue: Ilponykr cootsercreyer Tpebosanmsam HJT

Conclusion : APPROVED /
3akmovenne: OJJOBPEHO

Jata: 27.02.20

25

Jara: 27.02.2025

Prepared by / - ’ | Checked by / Approved by: Manager/Executive /

IMoarorosneno: Shagun % IIposepeno: Shehnaz . Q Onobpeno: Menejxep ( PykoBoauTENb
?V/Amit Kumar k// ]

Reprint Date / Reprint Date / Reprint Date / |

Jarta: 27.02.2025

Registered Office: $-2-357, Road No. 3, Banjara Hills, Hyderabad - 500334, Telangana, India
Tal: 491 40 4800 2900, Fax: +91 40 2900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

Dr. Reddv's Laboratories Ltd.
Formulation Unit-6
Wiil. Khoi, fNalagarh Road, Baddi,

Dictt. Solan, HLF, 173 205, INDIA

CEPTHOHUKAT AHAJTTHM3A

)

0 oA B
e L Y doaut Jovua-bl

i)

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg "
IponykT: Keropoa® Dxcnpecc (KeTopoiak) TabaeTKH, AHCIHEPrupyeMbic B I0J0CTH PTa, 10 mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne + V2500331 O6beM cepuu " 3600000 Tab

Analytical Repo‘}'t No / - 040002829593 Datfa of Analysis / . 27.02.2025

AHamuTHyeckHuii oTyeT No JlaTa anaJiM3a

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jlata npoM3BOJACTBA TomeH a0

Mfg. License No. / . b )

IpousBoXCTBEHHAR : MNB/05/263 BB : =N (}04662)(ET>
Homep PY RU)

nauuen3us Ne

Analysis performed according ND: / Anayms nposeaen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 4 of 9/ Cip. 4 n3 9

1;: Test / Iloka3aTen Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpexnsas 70.3 mg/70.3 Mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 Mr 1o 72,8 Mr (70,0 Mr £4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OIHOPOIHOCTL MaCChI 2/20 tablets - not more than £ 20%. /
18/20 Ttabmerox — He Oomnee = 10 %;
2/20 Tabnerok — He Goxee =20 %.
4 Disintegration time / 00 min 23 sec / 00 MuH 23 cex Not more than 3 min./ He 6onee 3 mMuH.
PacnmagaemocTh
5 Dissolution / PacTBopenue Unit-1 / Tabxn-1 106 % Not less than 75% (Q) of
. C15H13NO3*C4H 1 1NO3 (ketorolac
Unit-2 / Tabn-2 106 % tromethamine) in 15 min. / He wmenee
Unit-3 / Ta6n-3 100% | 75% Q CisH13NO3*C4HuNOs
) (keTopoJiaka TPOMETaMIH) depes 15 MUH.
Unit4 / Tabn4 100 %
Unit-5 / Tabn-5 97 %
Unit-6 / Ta6n-6 102 %
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JlucnepcHOCTD 710 pm sieve is formed. / O6pasyerca
OJHOPOJAHAS CYCHEH3MA, IPOXOISMIAs
CKBO3b CHTO C pa3MepoOM OTBEPCTHH
710 mMxMm.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorseTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

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

IMoaroroeneno: Shagun % IIposepeHo: Shehnaz | Onob6peno; Menekept/ PyKoBOIUTEND
' V Amit Kumar ?{/ -

Reprint Date / Reprint Date / Reprint Date / |

Jara: 27.02.2025 Hara: 27.02.2025 Jata: 27.02.2025

Registered Office: $-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 91 40 4900 2000, Fax: +81 40 400 2899, 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 Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTH®UKAT AHAJIM3A

Tei: +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 m nw.drreddys.com

Hpoxykr: Ketopoa® Jxcnpecc (KeTopoJiak) Ta0JeTKH, AHCHeprHpyemMbie B ITOJOCTH pTa, 10 mMr
Market / PoiHOK :Russia / Poccusg
Batch No / ) Batch Quantity / 3600000 tab /
Cepra Ne i V2500351 O06beM cepHH " 3600000 Tabd
Analytical Report No / . 040002829593 Date of Analysis / . 27.02.2025
AHanuTHYecKHii oTyeT No JlaTa aHaIM3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
JlaTa mpou3BoJcTBA T'onen no
Mfg. License No. /
: -Ne(004669)-(PI'-

IpouseoacTBEHHAA : MNB/05/263 EIIIA mumber: 4 : JI-Ne(004669)-(PT"

omep PY RU)
Juuen3us Ne

Analysis performed according ND

: / Anayms nipoBeaed no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page Sof 9/C1p. Sm3 9

1;2 Test / IlokazaTennb Results / Pe3yabTaThbl Specification / Hopma

7 Impurities / Ilpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / e Gonee 0,5 %,;
ketorolac: / Huxe nipenena KoIMYECTBEHHOTO
1 rMApOKCHAHATIOT onpenenerus (TTKO = 0.0032%)
KeTopoJaka
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6oxee 0,8 %;
1 -keToaHANIOT KETOpOIaKa
unidentified impurity / 0.02% not more than 0.5 %; / e 6onee 0,5 %;
eMHUYHA S
HEUZEHTUDUITIPOBAHHA S
npuMech
total impurities / 0.1% not more than 1.0 %./ ue 6onee 1,0 %.
cyMMma mpuMecel

8 Water content / 2.8 % Not more than 7.0 %. /
Conep:xaHue BOJIBI He 6onee 7,0 %.

9 Residual solvents / OcTaTounble opraHuyYecKHe pacTBOPUTEIH
Isopropyl alcohol/ 05 pg/tab / Not more than 350 pg/tab./
Hzonponanon 05 mxr B Tabnerke He Gonee 350 Mxr B TaOMETKE,

Remarks : The Product conforms to ND/
IIpumevanue: ITpoAyKT COOTBETCTBYET tTpeboanuam HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /

Approved by: Manager/Executive /

IMozrororineno: Shagun

- Checked by /
S%/ Iposepeno: Shehnaz() (] _|-Omnobpeno: Menemxep / RyxoBoAUTENb
W 7?\////_

Amit Kumar

Reprint Date /
Hara: 27.02.2025

Reprint Date / |
Jara: 27.02.2025

Reprint Date /
Jlata: 27.02.2025

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

Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Email: mail@drreddys.com
CIN: .85195AP1984PLC004507
www.drreddys.com




Dr. ﬁeddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTHOUKAT AHAJIN3A

A

Tei: +91 96166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mygvww.drreddys.com
Hpoaykt: Keropoa® Drcnpecc (KeTopojak) TabaeTku, AHCHeprupyembie B nojocru pra, 10 mr

Market / PoIHOK :Russia / Poccus

Batch No / ) Batch Quantity / - 3600000 tab /

Cepus Ne + V2500331 Oo6BeM cepunm " 3600000 Tab

Analytical Repovrt No / . 040002829593 Date of Analysis / . 27.02.2025

AHanuTHYeCKHii oT4yeT Ne Jata anaJsusa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JaTta npom3BoACTBA T'oaen no

Mfg. License No. / ] “No ey

ITpousBoacTBeHHAA : MNB/05/263 RIE RSN £ : QU602 (EE
Howmep PY RU)

JAnen3ug Ne

Analysis performed according ND: / Anaiu3 nposeaen mo HJ(: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ C1p. 6 u3 9

1;.(: Test / IlokazaTelans Results / PeayabTaTsl Specification / Hopma

10 Microbiological purity*/ Mukpo6noJiorudeckas 4yucrora*

Total Aerobic Microbial not more than 103 CFU/g; /

Count / obiee gyucio NA He 6oxnee 10 KOFE/T;

a3p0oOHBIX MUKDO-

OpTaHH3MOB

Total Combined Yeast and not more than 102 CFU/g; /

mold count / obmee uncno NA He 6onee 102 KOE/T;

JPOXOKEBHIX W MITECHEBBIX

rpubos

Escherichia Coli NA shell be absentin 1 gram. /
OTCYTCTBHE B | T.

11 Uniformity of dosage units / 12.3 Acceptance value (4¥V) not more than
OnHopogHoOCTh 15.0 Tloxazarens mpuemieMocTH (4V)
J03MPOBAHHBLIX eJUHMII moixeH OvITE He 6omee 15,0.

12 Assay / KomndecTBeHHOE 103 mg/ 103 Mr From 90mg to 11.0mg  of
oupexesieHUe (102.6 %) Ci5H13NO3=C4H11NO3 (ketorolc

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet./ Ot 9,0 Mr o
11,0 Mmr C15H13NO3*C4H1INGs
(ketoponaka tpoMeramun) (ot 90,0 1o
110,0 % OT 3asABIEHHOr0 KOMHYECTBa) B
Tabnerke.

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT cooTBeTCTBYET TpebopanmsiM HJI

Conclusion : APPROVED /
3arkmouenue: OJJOBPEHO

Prepared by /
IMoaroroeneHo: Shagun

ol

Checked by /
IMposepeno: Shehnaz

s

Approved by: Manager/Executive /
OnobpeHo: MCHC,J],}I;{QJ L RyxoBosHTENb

Amit Kumar / -

Reprint Date /

Harta: 27.02.2025

s

Reprint Date /

Jara: 27.02.2025

Reprint Date / |
Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s q_‘.'

CERTIFICATE OF ANALYSIS

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

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

CEPTUDHKAT AHATTU3A

Tel : +91 98106 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 myww.drreddys.com
Hpoaykt: Keropoa® Dkcnpecc (KeTopoJak) TabaeTkH, AHCHePrHpYyeMblie B OJIOCTH PTa, 10 Mr

Market / PorHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepun Ne 1 V2500331 O6BeM cepun © 3600000 Tab
Analytical Report No / . 040002829593 Date of Analysis / . 97.02.2025
AHanuTHYEeCKHH oTyeT No JlaTa aHa/mM3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
Jarta npou3BoJACTBA Tonen ngo
Sffe: Tacknss Hos ¢ MA number: / JITI-Ne(004669)-(PT -
ITpou3sBoacTBeHHASA : MNB/05/263 :

Homep PY RU)
JnueH3As Ne

Analysis performed according ND: / Ananus nposeaes no HJL: JIII-Ne(004669)-(PI'-RU)-190224

Pase 7 0f9/C1p. 71u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
onuctepe us ([IA/ATIV/IID ¢
pnaronoritorurenem/[19BII)
donsru // (II3/AJI) donern. Ilo
2 GnucTepa BMECTE C JTHCTKOM-
BKITaJABIIEM B ma 9Ky
KapTOHHYIO.

1}2 Test / Hoka3zaTeanb Results / Pe3yasTaThl Specification / Hopma

13 | Butylhydroxyanisole 0.0998 mg/tab / Not less than 0.042 mg/tab./
content / Coaepxanue 0.0998 mr B TabneTke He menee 0,042 MrB Tabnerke.
OyTHATHAPOKCH AHN30J1a

14 Package description / 10 tablets in a blister of | 10tabletsin a blister of (PA/AL/PE with
OnncaHve YIaKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack./ Ilo 10 TabmeTok B
Gnucrepe u3 (TA/AJI/TID c
praronornotutenem/IIOBII) donern //
{II12/AJ) ¢onwru. Ilo 1 umu 2 6amcTepa
BMECTE C JHCTKOM-BKIAIbIIIEM B IaYKy
KapTOHHYIO.

* 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.
* [Ipn BHINyCKe JIeKAPCTEERHOTO NMPENapaTa KOHTPOJh KadecTBa Mo mokasateiio «Mukpobuonornieckas
YHCTOTA» MPOBOTNTCH 1A Kax10il 20-0if cepHM, MM A OZHOM CepHH B FOJ, B 3aBUCHMOCTH 0T TOTO0, “TO

HACTYNUT PaHbIle.

API name / HauMenosauue A©C:

Ketorolac tromethamine / KeTtoponaka TpOMETaMUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npoussoguTea ADC:

ABRHO008104, ABRH007887

Remarks : The Product conforms to ND/
Ipumeyanue: IIpoaykT cooTBeTCcTBYET TpebopanusaM HJT

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
IloxgrorosneHo: Shagun

ok

Checked by /

Iposepeno: Shehnaz” ) Q
="

Approved by: Manager/Executive /
L Ono6peHo: Meﬂem@ L PyKOBOIUTEND
Amit Kumar [N

Reprint Date /
JlaTa; 27.02.2025

Reprint Date /

Reprint Date / J

JaTa: 27.02.2025

Harta: 27.02.2025

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: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

. . .
/ Q@ Formulation Unit-6
Dr" Reddy S ‘-. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Di | . f '
istt. Solan, H.P., 173 205, INDIA
CEPTHOHKAT AHAJIN3A

Tei : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 my/ww.drreddys.com
Opoaykr: Ketopoa® kenpece (KeTopoJak) TabaeTKH, AHCHePrapyemMblie B MOJOCTH PTa, 10 mr
Market / Peinok :Russia / Poccus
Batch No / : Batch Quantity / . 3600000 tab /
Cepusi Ne § VDN O6bem cepun " 3600000 Tad
Analytical Repovrt No / . 040002829593 Date of Analysis / . 27.02.2025
AHaIUTHYeCKHH oT4eT Ne JlaTa ananm3a
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
JaTa mpou3BOACTBA Toxen 1o
NALE! JHCEREING: ¥ MA number: / JITI-Ne(004669)-(PT -
IIpoussoacTBeHHAS : MNB/05/263 :

Homep PY RU)
JMueH3HsA Ne
Analysis performed according ND: / Ananuns nposegen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224
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FP Manufacturer API Batch number /

Homep cepum cy0cTAHIMH TPOUIBOIHTENA FERA00558, FERA00522

Jd:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IMpoussoauten, APC, crpana: JI-p Pennu'c JTabopatopuc JIta., Uanus

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

site / MNB/05/263) /

HaumeHoBaHHe, aapec, TULEH3HA JJIs I-p Pennu’c Jlabopatopuc JIta., Uanus, IlpoussoacteeHHOe
Ipon3ssoacreennas miomanka / [romanka | noxpasaenerue-6, Bumn. Kxons, Hanarapx Poyn, bagnu, JucTpukT
KOHTPOJIS kadecTBa / Ilnomagka BeIIyCKa Conan, X.I1.. 173205, Muans (muuensus somep 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 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».

3aKII0UeHHE 0 COOTBeTCTBHM: «HacToammM g IMOATBEPIKIAIO0, YTO NMPUBEACHHAS BhIIE HHYOPMAITHS SBILIETCA
JOCTOBEPHOM M TOYHOM. DTa cepus NPOAYKLUHMH IIPOU3BeNeHa (BKIIOYAs YNAKOBKY (MAPKMPOBKY) H KOHTPOIL
KagecTBa) HA BHINIEYKAa3aHHOM IIPOM3BOACTBEHHOM mjomajke (IUIOIMAAKax) B IIOMHOM COOTBETCTBHH C
Tpeboanuamu 1IpaBUI Ha/uIeXallell MPOU3BOJICTBEHHOM NMPakTHKK EBpasuiicKkoro 3KOHOMHYECKOT0 CO032 (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeGoBaHUIMHE KOHTPOJS KAYECTBA JICKAPCTBECHHBIX CPENCTB,
a TaKKe B COOTBETCTBHH CO CIEIHDHKAIIUAMHE, COZIEPKAIMMUCA B PETUCTPAIIMOHHOM JTIOCKE CTPAHBI-UMIIOPTEpA.

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

IIpumeuanne: IIponyxr cooTBeTCTBYET TpeboparusaM HJ{ 3axmoyenune: OJOBPEHO

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

IMoarorosneno: Shagun < IIpogepeHno: Shehnaz(z' -Ono6peno: Menemxep / BykoBoauTeb
=" Amit Kumar K\P//

Reprint Date / Reprint Date / Reprint Date / |

Hara: 27.02.2025 Hata: 27.02.2025 Hara: 27.02.2025

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: L85195AP1984PLC004507 ’
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

| ' ‘. s
K °® Formulation Unit-6
Dr. Reddy S - Vill. Kho!, Malagarh Road, Baddj,
CERTIFICATE OF ANALYSIS DI . N (M
istt, Solan, H.P, 173 205, iNDia
CEPTU®UKAT AHAJIM3A . . ..

jCl . TZDa JOLluv Juluitus

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mgywyv.drreddys.com

Hponyxr: KeTopoa® Dkcnpecc (kKeTopoJiak) Ta6leTKM, AHCIeprupyemblie B M0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / .~ 3600000 tab /

Cepusa N V25008511 O0neM cepHu " 3600000 Tab

Analytical Repovrt No / . 040002829593 Date of Analysis / . 27.02.2025

AHamuTHYecKHH oTyeT No JlaTa aHanau3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JaTa mpousBoacTBa T'onen no

Mfg. License No. / . No

IIpousBoacTBeHHAs : MNB/05/263 MU EmbER: ¢ : Ll Gl
Howmep PY RU)

JHIeH3u s Ne

Analysis performed according ND: / Auaans nposegen mo HJI: JITT-Ne(004669)-(PI'-RU)-190224
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3aITHcH IO TPOU3BOJCTRY, YIAKOBKE M aHATN3Y IPOBEPEHbI, X yCTAHOBIEHO X COOTBETCTBHE TpeOoBaHuaM [Tpagun
HaJUIekKallci TTPOU3BOACTBEHHOI TPaKTHKH EBpasniickoro 3KOHOMHYCCKOTO COI03a%.

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

ITpumeuanue: IIpoxyKT cooTBETCTBYET Tpebopanmsam HJI 3axkmoyenue: OIOBPEHO

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

ITogroropieHo: Shagun % IIposepeHo: Shehnaz (p/,(-)no6peﬁ0: Menemxep / PyKoBOIUTEI
Amit Kumar e

Reprint Date / Reprint Date / Reprint Date / [

Hara: 27.02.2025 Jarta: 27.02.2025 Jara: 27.02.2025

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




