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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Tel : +61 561606 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegratix_lg—'_Fablets 10 mg
\Mpoaykr: Keropoa® Dxenpece (keTopoaak) TaGiieTku, IHCIeprupyembie B M0J10CTH pra, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / V2501251 Batch Quantity / 3600000 tab /

Cepusa Ne ' Ob6nem cepuu " 3600000 Tab

Analytical Repourt No/ . 040002974538 Date of Analysis / . 25.06.2025

AnanuTHuecKHi oTyeT Ne Jara aHaan3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara npou3BoicTBa T'oaen 1o

Mfg. License No. / . y

Ipon3BoAcTBeHHAs - MNB/05/263 MA number: / : JIII-Ne(004669)-(P1-
Homep PY RU)

JuneHzust Ne

Analysis performed according ND:

/ Anaaus nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Pagel of 9/Crp. 1 m39

No | . .
No Test / IloxasaTens Results / PesyabraThl 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. / Kpyrnbie
side. / Kpyrnble mnockue miockue TabneTkn ¢ ¢ackoif, cBETIO-
TabneTku ¢ packoif, CBETIIO- KEJITOro IBETa C TPaBUPOBKOH «l» Ha
XKEJITOTO LBeTa C rPaBHPOBKOM OJIHOW CTOpOHE.
«l» Ha OHOM CTOpPOHE.
2 Identification / MnenTndunxauns
Ketorolac / Kemoponax Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnekTpsl NOIIOLIEHUS
HCTBITYEMOTO  pacTBOpa M pacTBopa
CTaHmapTHOro  obpasila  KeTopoJiaka
TpoMeTaMHHa JOJIXKHBI HUMETh
MaKCUMYMBbI IIpH OOHOH U TOH xe NNBHe
BOJIHBI (+ 2 HM).

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

Hpumeuanne: lpoaykr coorseTcTByeT TpeboBannim HJ Baxmwuenue: OJJOBPEHO

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

IMoarorosneHo: Ramakant I[Tposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykopoautess
qu.\\ ‘L(; — )ﬂL_____ Amit Kumar /\/ e

Reprint Date / \ Reprint Date / Reprint Date / 1

Hara: 25.06.2025 Haia. 25.06.2025 Hata: 25.06.2025

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 ‘;.

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A

Tei: +91 93166 56001-02
www.drreddys.com

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

Hpoaykr: Ketopoa® Jxcnpece (keropoaak) Tabiierki, Aucneprupyembie B mogocr pra, 10 mr

Market / Poisok

:Russia / Poccus

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepus Ne 8 V2301251 O6beM cepHH " 3600000 Tab

Analytical Repo:‘t No/ . 040002974538 Date of Analysis / . 9506.2025

AHajauTwiecKuii oTuer Ne Jdara ananusa

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027

JlaTa npoH3BOACTBA I'onen oo

Mfg. License No. / . )

IIpon3BojcTBEHHAS : MNB/05/263 BSARmbEr) ; JIII-Ne(004669)-(FTe
Homep PY RU)

JnneH3nst Ne

| Analysis performed according ND:

/ Anaans nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2of9/Crp.2 u3 9

o T

Test / [Toka3zarennb
Ne

Results / Pe3yabTaThl

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). / BpeMsa yaepxuBauus
OCHOBHOIO MHKa Ha Xpomarorpamme
UCIBITYEMOTO pactBopa JOJIKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBaHUS
OCHOBHOTO THMKa Ha XpoMaTorpamme
pactsopa CTaH/APTHOTO oOpasua

KeToposaka TpOMETaMHHa (pa3zzmen
«KouyecTBEeHHOE ONPEACTICHUEY).

Remarks: The Product conforms to ND/
[pumeuanue: ITpoaykT cootBeTcTBYET Tpebosanmsam HJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
[MpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBonutesnb

A

Reprint Date /
Hana: 25.00.2025

Reprint Date /

Hara. 25.00.2025

Amit Kumar — =
Mo
¥

Reprint Date /
Hara: 25.06.2025

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
C!N: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
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Tel . +91 96100 000 1-ue

CEPTUOHUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoan® Ixenpece (keToposak) TabaeTKH, AHCHEPrHPYEMbIE B HOJAOCTH P4, 10 mr

Market / Prinox

:Russia / Poccus

Batch No / - V2501251 Batch Quantity / 3600000 tab /

Cepus Ne ’ O0beM cepHH " 3600000 Tab

Analytical Repog‘t No/ . 040002974538 Date of Analysis / . 95062025

AnanuTHeckHii oTuer Ne JlaTa ananusa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara npoH3BoIcTBA Togen g0

Mfg. License No. / . .

IpoussojAcTBeHHAA - MNB/05/263 MA qumber. / > JII-Ne(004665)~(PI-
Homep PY RU)

JMneH3usd Ne

| Analysis perfor_med according ND: / Anajau3 nposeiieH no H“Jl: JI-Ne(004669)-(PI'-RU)-190224

No

Test / IMoka3zarennb
No

Results / Pe3ynbTaThl

Page3 of 9/ Crp.3 m3 9

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuson

Complies / CooTBETCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-GyTIITHAPOKCHAHU30MIA
3-6yTIITHAPOKCHAHU30MA

«Coaepxanne
OYTUITHAPOKCHAHU301a»).

2
3-
the

chromatogram of the test solution should
correspond by the retention times to 2-

3
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / Bpemena
yIepKUBaHUA TIUKOB
2-6y THNrUAPOKCHAHH3012 H
3-6yTHArHAPOKCHAHH30IIa Ha

XpOMaTOrpaMMe UCIILITYEMOro PacTBopa
JOJDKHEI  COOTBETCTBOBAaTh  BpEMEHaM
yIepKUBAHUS IIUKOB

U
Ha

XpoMarorpamMMe pacTBopa CTaHAApTHOro
o0pasua OyTHITHAPOKCHAHU30a (pasaen

Remarks: The Product conforms to ND/
[pumeuanue: [Ipoaykr cooteeTcTBYeT TpeboBanmsam HJT

Conclusion: APPROVED /
3aksouenune: OJOBPEHO

Prepared by /
IMoarororneno: Ramakant

Checked by /
[IposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesb
Amit Kumar e

N .

S
Reprint Date / \
Jara: 25.06.2025

Reprint Date /
Hara: 25.06.2025

Reprint Date /
Jara: 25.06.2025

e

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
C!IN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

Jei : +51 95166 56001-02

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

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

IIpoayxr: Keropon® Jxcnpecc (keTopoaak) TabaeTku, AHCIeprupyembie B HOJ0CTH pra, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / - V2501251 Batch Quantity / 3600000 tab /
Cepus Ne . O6nbem cepun " 3600000 Tab
Analytical Repourt No/ - 040002974538 Date of Analysis / . 95.06.2025
AHanuTHYecKHii oTyeT Ne Jlara aHau3a
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JaTa npoH3BOACTBA I'oaen oo
Mfg. License No. /

. MA number: / . JIII-Ne(004669)-(PT -
IIpouszBoAcTBeHHas : MNB/05/263 Howmep PY " RU)

THneH3Hsl Ne

Analysis performed according ND: / Anasiu3 nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page40f9/Crp.4m39

i.:) Test / [lokasaTenb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeanss 69.4 mg / 69.4 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). / [
macca ; Ot 67,2 mr 5o 72,8 mMr (70,0 Mr = 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOIHOCTEL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oonee = 10 %;
2/20 tabnetok — He bonee + 20 %.
4 Disintegration time / 00 min 18 sec / 00 MuH 18cex Not more than 3 min. / He 6onee 3 muH.
PacnapaemocTb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of
. CisH;3NO3*C4sH | 1NO3 (ketorolac
Unit-2 / Tabn-2 ok tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 97 % 75 % Q CisH13NO3+C4H11NO3
i (keToponiaka TpOMeTaMuH) 4epes 15 MHUH.
Unit-4 / Tabn-4 93 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tab1-6 101 %

Remarks: The Product conforms to ND/
pumeuanue: [poaykr coorsercTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by /
ITogrorosyieHo: Ramakant

B -

ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6pero: Menekep / PykoBoauTests

Amit Kumar /\//

Reprint Nate /
Jarta: 25.06.2025

Reprint Nate /
Hata: 25.06.2025

Reprint Nate/
Hara: 25.06.2025

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: 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

CEPTUPUKAT AHAJIM3A

Tel : +91 95166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropos® Dxenpece (keToposak) TabieTKH, AHCIeprupyemMble B 0J10cTH pra, 10 mr

Market / Prinok

‘Russia / Poccus

Batch No / . V2501251 Batch Quantity / 3600000 tab /
Cepus Ne ' O6bem cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002974538 Date of Analysis / . 95.06.2025
AHanuTHuecKuil oTyeT No JlaTa anaausa
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JlaTa npou3BoACTBA I'ogen no
Mfg. License No. / ] o
IIpon3BoACTBEHHAS : MNB/05/263 MA number: / I HIENE (USG9 S (RI

Homep PY RU)

JuneH3usi Ne

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

Page S of 9/ Crp.S m3 9

JAucnepcHocTb

1;.:) Test / Ioka3arTeib Results / Pe3yabTaThl Specitication / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / Obpasyetcs
ONHODPO/AHAS CYCNEH3Us, TPOXOAsllas
CKBO3b CHTO C pa3MepoM OTBEPCTHA
710 MxM. '

7 | Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Huske npencna oGuapyxenus (110 =

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

Copnepaxanne BoAbl

1-rugpokcuaHaior 0.0010 %)
KETOpoJiaKa
1-keto analog of ketorolac / not more than 0.8 %; / He 6onee 0,8 %; =
1-keToaHas1or KeTopojaka 0.05%
unidentified impurity / not more than 0.5 %; / ne 6onee 0,5 %,
eqUHUYHAS 0.02%
HeHAEeHTUHUIUPOBAHHASL
MPUMECH
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa npumecen
8 Water content / 23 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/

[Ipumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboranusaM HJI

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IMoarotroenexno: Ramakant

LB

Checked by /
IIpoeepeHo: Pardeep Kumar

=

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoautesib
Amit Kumar

Reprint Date /
Jara: 25.06.2025

Reprint Date /
Jara: 23.06.2025

Reprint Date /
Jara. 25.00.2025

/L,
el

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: L85185AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUD®UKAT AHAJIM3A

www.drreddys.com

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

Market / Ppinok

Mpoaykt: Keropon® Ixcnpece (keroponak) Tabaerks, AHcHeprupyembie B MOJOCTH pTa, 10 mr
:Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /
Cepus Ne - V2501231 O6beM cepuH " 3600000 Tab
Analytical Repourt No/ . 040002974538 Date of Analysis / . 95 06.2025
AHaauTHYecKHii oT4eT No JlaTa anaausa
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jara npon3BoicTea T'oaen no
Mfg. License No. / . o
ITponseoAcTBeHHAS : MNB/05/263 e : {IE- e (00:4669)~ (I

Homep PY RU)

JIHIEH3HS Ne

_Analysis performed according ND: / Ananuns npoBeaen mo HJL: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Ctp. 6 u3 9

i:) Test / Iloka3aTennb Results / Pe3yabTath! Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHNYeCcKHe PaCTBOPHTE/IH
Isopropyl alcohol / 04 pg/tab / Not more than 350 pg/tab. /
H3zonponaHon 04 mkr B TabieTke He 6onee 350 MKT B TabneTke.

10 Microbiological purity*/ MukpoGHonaoruieckas 4yucrora™

OaHOpOaHOCTD
A03HPOBAHHDLIX €IHHUIT

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / ob11ee 9HCI0 He Gonee 10° KOE/T;
a’pOOHBIX MUKPO-
OpraH13MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / obmiee yucno He 6osee 10% KOE/;
JPOMOKEBBIX U [IECHEBBIX
rpu6oB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHUE B 1 T.
11 Uniformity of desage units / 4.8 Acceptance value (4¥) not more than

15.0 ITokasartens npueMneMocTH (4V)
IoJDKeH ObITh He 6onee 15,0.

Remarks: The Product conforms to ND/

Hpumeyanue: [Iponykr cooTBeTcTBYET TpeboBanusaM H/Q

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /
TlonroroeneHo: Ramakant

Checked by /
[poeepeno: Pardeep Kumar

——

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoanTtesnib
Amit Kumar &
N
N <

1&\@@

Reprint Date /
Hara: 25.06.2025

Reprint Date /
Hara: 25.06.2025

Reprint Date / L

Jlara: 25.06.2025

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tei:+31 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product . Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykt: Keropon® Ixcnpece (keTopoak) TabjaeTkn, AMcHepripyeMbie B M0J0CTH pTa, 10 Mr

Market / Prinok

:Russia / Poccus

Batch No / . V2501251 Batch Quantity / 3600000 tab /

Cepus Ne ' O0Bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002974538 Date of Analysis / . 95.06.2025

AHasmuTHYeckHii oTdet No JlaTa anaansa

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jara npoH3BOACTBa Toxen no

Mfg. License No. / . .

IlponssoAcTBEHHAs : MNB/05/263 MA number: / ; CIIEKE(OU062)=Cih=
Homep PY RU)

JTHuen3us Ne

Analysis performed acc;)r_di_rfg ND: / Auayus nposeaen no H: JIII-Ne(004669)-(PT-RU)-190224

Page70f9/Crp. 739

onpeaesicHue

I;.:) Test / IlokazaTenb Results / PesyabTaTil Specitication / Hopma
12 Assay / KonimuecTBeHHOE 10.2mg/ 10.2 mr From 9.0 mg to 11.0 mg of |
(101.6 %) C15sH13sNO;3*CsH1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr no
11,0 Mr C15H13NO3'C4H1 1NO3
(ketoponaka TpometamuH) (ot 90,0 mo
110,0 % oOT 3aABJIEHHOr0 KOJNWYECTRBA) B
TabneTke.

13 Butylhydroxyanisole
content /
OyTHIIrMAPOKCHRHU30J13

CopepkaHue

0.0886 mg/tab /
0.0886 mr B TadneTKe

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

14 | Package description /
Onucanue 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. / TIlo 10 Tabnerox B
onucrepe u3 (ITA/AJIIID ¢
piaronornorurenem/I19BIT)
donvru // (IT2/AJ1) doneru. Ilo
2 6nMcTepa BMECTE ¢ JIMCTKOM-
BKJIa/IbIIIIEM B nayky
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. / ITo 10 tabneTok B
6nucrepe u3 (TTA/AJI/ITD c
gnaronornorutenem/[IOBIT)  donbru //
(II5/AJT) doneru. ITo 1 unn 2 Gnucrepa
BMECTE C JINCTKOM-BKJIAJBILIEM B MayKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
Hpumeuanue: IIponykT coorBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by /

IMonroroneno: Ramakant

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PyKOBOI.l!‘-‘ITeHL

8y X f Amit Kumar B
s e
Reprint Date / \ Reprint Date / Reprint Date / i
Hara: 25.06.2025 Hara: 25.06.2025 Hara: 25.06.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com

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




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

- S
Dr- Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

R ICATE OF VSIS Distt. Solan, H.P., 173 205, INDIA
. FR1)II I M:"'m' ANALYSIS 1,191 98166 56001-02
CEPTUO®HUKAT AHAJNW3A | .\ drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg |
IIpoaykr: Keropon® Jkcnpece (keroposak) TabiieTks, AucneprupyemMbie B HOJOCTH pia, 10 mr
‘Market / Peinox :Russia / Poccnst
Batch No/ . V2501251 Batch Quantity / 3600000 tab /
Cepust N2 ' Ob6bem cepum " 3600000 Tab
Analytical Repo‘}'t No/ . 040002974538 Date of Analysis / . 25.06.2025
Ananurwieckuii oruer Ne JlaTa anajamnza
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
 laTa npoM3BOACTEA T'onpen go
Mfg. License No. / . o
IIpousso/jcTBeHHAN : MNB/05/263 el : JINE-N2(004660)-~(PT-
Howmep PY RU)
JIHneH3un Ne -
_Analysis performed according ND: / Ananus nposeaen no H/L: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 u3 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.

* [Ipn BBINYyCKe JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb KauecTBa o nokasatenio «Mukpoouonsornyeckas
YHCTOTA» NPOBOINUTCS Mist Kamnoi 20-0if cepHH, UM AJIS OQHO# CEPHH B roji, B 3aBUCUMOCTH OT TOI'0, YTO
HACTYMUT paHble.

API name / HaumenoBanne A®C: Ketorolac tromethamine / KeToponaka TpoMETaMHH

INN / MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABSH001017

Homep cepun npoussoaurenasa ADC:

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIHH NPOH3BOIHTESA FESA00167

TJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoaurens A®C, crpana: H-p Penau'c Jlabopatopuc JIta., Unaus

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., 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) /

HaumenoBanune, ajpec, JHIEH3HA 14 I-p Peanu’c Jlabopatopuc JIta., Unau4, [Ipoussoacteennoe
HpounssoacTeennas miomanaka / Ilnomaaka nonpaszaenenue-6, Bumn. Kxons, Hanarapx Poya, bamuu, Jlnctpukr
KOHTPOoadA KauecTBa / ILTomagka BeImycKa Coman, X.I1., 173205, Uuaus (nmuuenzus Homep MNB/05/263)

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of

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

Ipumeuanve: IIponykT cootseTcTBYeT Tpebopanusam HJ 3axmouenne: OJOBPEHO

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

IMoaroroeneno: Ramakant IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PyKOBon{ITeHL
Amit Kumar 2

Reprint Date / \ Reprint Date / Reprint Date / J

Jata: 25.06.2025 Hara: 25.06.2025 Jlata: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



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

. Ge
Dr. Reddy’s ‘.0. Vill, Khol, Nalagarh Road, Baddi,

T, 3 . Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS 1./, 91 5166 5600102
CEPTU®UKAT AHAJIM3A i drreddys.com

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

Hpoaykt: Keropon® Jrenpece (keroposak) rabieTky, Ancneprupyemsie B H0J0CTH pTa, 10 mr

Market / Prinox :Russia / Poccus
Batch No / . V2501251 Batch Quantity / 3600000 tab /
Cepusi Ne ' O6Bem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002974538 Date of Analysis / . 25.06.2025
AnanaTmueckuii oraer Ne JlaTa ananu3za
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTa npoH3BOACTBA Tonen go
Mfg. License No. / .
IpousBoAcTBeHHAA - MNB/05/263 RO BN Sl . JI-Ne(004669)-(PT-

Homep PY RU)

JHneH3ns Ne

| Analysis performed according ND: / Ana/iu3 nposejies no H;: JI-Ne(004669)-(PI'-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».

3aK0ueHHe 0 cooTBercTBHM: «HacToAIINM 5 MOATBEPkKIAK0, YTO NMPHBEIACHHAs BbINIE UHPOPMAIIHS SBISETCS
JIOCTOBEPHO# M TOYHOM. DTa cepus NPOAYKLUMH NPOH3BeIeHa (BKIOYAs YNAaKOBKY (MapKHpOBKY) M KOHTDOIb
KauecTBa) Ha BBIIEYKA3aHHOH MPOM3BOJACTBEHHOH IUIOMaAKe (IUIOWIAKax) B IONHOM COOTBETCTBHH C
TpeGopanusamu [IpaBii Hauexaledl MPOU3BOACTBEHHON MPAKTHKH EBPa3sHACKOro 3KOHOMHYECKOTO COX03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeGOBaHUSAMHU KOHTPOJIS KA4ECTBA JICKApCTBEHHBIX CPENICTB,
a TaKXe B COOTBETCTBHH CO CHEIHU(PHUKAIUIMHE, COAEPHKAIUMUCI B PETUCTPALIHOHHOM IOChE CTPaHbI-UMIOPTEPA.
3anucy o NPOH3BOJICTBY, YIAKOBKE U AHATHM3Y IPOBEPEHDL, ¥ YCTAHOBIIEHO MX COOTBETCTBYE TpeGoBaHuaM [Ipasu
Ha JIexallel MpOU3BOACTBEHHON NIPAaKTHKH EBpasuiCKOro S5KOHOMHYECKOTO CO03a».

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

Hpumedarse: IIPoNyKT cOOTBETCTBYET TpeOOBAHUIAM HJ Zaxmouenne: OJJOBPEHO

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

TToaroroenexo: Ramakant Tposepeno: Pardeep Kumar | Ono6peno: Menekep / Pykosgunters
Bed —— N

Reprint Datc / Reprint Date / Reprint Date /

Hara: 25.06.2025 Hara: 25.06.2025 Jara: 25.06.2025

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: L85195AP1984PLC0O04507
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