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

. -
Dr. Reddy,s "0. Vill. Khol, Nalagarh Read, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +01 98166 56001-02

CEPTHO®UKAT AHAJTU3A www.drraddys.com

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

Hpoaykr: Keropoa® Dxenpece (xeToposiak) TabieTKH, JHCHEPrHPYeMble B 0J0CTH pra, 10 Mr |

Market / Poinok :Russia / Poccus -

Batch No / i Batch Quantity / 3600000 tab /

Cepus Ne R0 O06bem cepun " 3600000 Tab

Analytical Report No / - 040002983456, Date of Analysis / )

AHamuTHYecKHil oTueT No © 890001819597 Jarta ananusza i 801062000 —'A

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

Jarta npousBoacTea I'onen 1o

Mifg. License No. / . .

IIpouspoacTBennas : MNB/05/263 S IR ¢ e OUROEEELS
Homep PY RU)

Juuensug Ne

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

Page1of 9/ Crp. 1 m3 9

]

[
i.oo Test / [loka3aTenb Results / PesyabTaTsi 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. / Kpyrisie
side. / Kpyrabie rmiockue mwiockue TabneTku ¢ ¢ackoil, cBeTIO-
TabneTku ¢ Gpackoit, CBETIO- XKEJITOro LBeTa C TIPaBUPOBKOI «I» Ha
KEJITOTO LBETA C FPABUPOBKOM OJIHOM CTOPOHE.
«l» Ha omHOI1 cTOpOHE.
2 Identification / MneHruduxanus
Ketorolac / Kemoponax Complies / CooTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-crnekTpsl MNOTIOLIEHUS
HCIILITYEMOrO pacTBOpa M pacTBopa
CTaHIapTHOro  ofpasua  KeTopojiaka
TpOMeTaMuHa JOJIKHEE HUMETh
MaKCHMYMBI [IPU OOHOM M TO# e OnuHe
BOJIHBI (+ 2 HM).
|
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
I1pumeuanne: Ilpoaykr coorBeTcTRYeT Tpebosauuam HJJ 3axnwuyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Ramakant T ITposepeno: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBoauresns
(1 : Amit Kumar A
M;} f DL——? l/\ _
Reprint Date / \ Reprint Date / Reprint Date/ '
Hara: 30.06.2025 Jara: 30.06.2025 Jata: 30.06.2025

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: L85125AP1984PLC004507
www,drreddys.com



Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!, Nalagarh Rcad, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel: +51 93166 5C001-02

CEPTHOPHUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jxcmpece (keToposiak) Tab/IeTKH, AHCIEPrupyemMble B NOJ0CTH pTa, 10 mr

Market / Poinok :Russia / Poceus

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne 4 V2501256 O6bem cepun " 3600000 Tab

Analytical Report No / 040002983456, Date of Analysis / . 30.06.2025

AHATHTHYECKH oTUeT Ne © 890001819597 JlaTta anannsa U

Da‘t_e of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jdara nponsBoAcTBa I'ogen a0

Mfg. License No. / ) .

IpouspoacTBeHHAsl : MNB/05/263 MA pumber: / : JIII-No(004669)-(PT-
Homep PY RU)

aunenzust Ne

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

Page2 of 9/ Crp. 2 u3 9

No

Test / [Toka3aTennb
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). / Bpems yaepKuBaHUSL
OCHOBHOIO IMMKa Ha XpoMaTrorpamme
UCIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHH yNEPKHBAHUA
OCHOBHOTO IIHMKa Ha XpomaTorpamme
pacTBopa CTaHIapTHOTrO obpazia
KETOpoNaka  TpoMmeTaMHHa  (pasjen
«KomnuuecTBeHHOE ONIpeaeTIeHHEY).

Remarks: The Product conforms to ND/
[Mpumeuanue: [Mpoaykr cootBeTcTBYeT Tpebopanuam H/I

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
IToarororneHo: Ramakant ‘\

dutd

Checked by /
IpoeepeHo: Pardeep Kumar

(:J_-f =

Approved by: Manager/Executive /
Onobpeno: Menekep / Pykosoauresib
Amit Kumar A - _\/

/

Reprint Date / i
Hara: 30.06.2025

Reprint Date /
Jata: 30.06.2025

Reprint Date /
JlaTa: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":’

Product : Ketorol Express (ketorola?) 6rally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixcnpece (keToposak) TabjieTKH, JMCIIeprapyemsie B MoJ1ocTu pra, 10 mr

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

vill. Khol, Nalagarh Recad, Baddi,
Distt. Solan, H.P., 173 205, iNDIiA

CERTIFICATE OF ANALYSIS 1./ 01 08165 55001-02

CEPTUPHUKAT AHAJIU3A www.drreddys.com

Market / Poinox :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne i V2501296 Oo0Bem cepun " 3600000 Tab
Analytical Report No / . 040002983456, Date of Analysis / - 30.06.2025
AHanuTHyeckHi oTyer No * 890001819597 Jara ananusa T
Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027
HdaTa npoussoacTsa T'open go
Mfg. License No. / . .
IlpoussoacTBeHHas : MNB/05/263 D S : JIL-Ne(004669)-(P1 -
Homep PY RU)
JHLeH3us No

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 39

No

Ne Test / [Toka3zaTennb

Results / PesynbTaTsi

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuzon

Complies / CooTBETCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-0yTUATHAPOKCHAHU30J1a
3-0yTWITHAPOKCHAHU30MA

«ConepxaHue
OYTHUNTHAPOKCUAHU30I A ).

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
yIep)KUBaHHUA MHKOB
2-6yTWITHAPOKCUAHH30]a U
3-OyTHATHAPOKCHAHH30J1a Ha

XpOMaTorpaMMe HCIBITYEMOrO pacTBopa
JOJDKHBI  COOTBETCTBOBAaTh  BpEMEHaM
yAep)KUBaHHUS IHKOB

u
Ha

XPOMATOrpaMme PacTBOpa CTAHIAPTHOIO
obpazua OyTunruapokcuanusona (pasaen

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3akawuenne: OJIOBPEHO

Prepared by /
IMonrorosneno: Ramakant .Q_
Z

i&u\%‘/

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogutens
Amit Kumar “

A

Reprint Date /
Hara: 30.06.2025

Reprint Date /

Jlara: 30.06.2025

Reprint Date/ '
Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: LB51S5AP1384PLCO04507

www.drreddys.com




Dr. ﬁeddy’s ‘;

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

vill. Khol, Nalagarh Read, Baddi,
Distt. Sotan, H.P,, 173 205, INDIiA

CERTIFICATE OF ANALYSIS ;. .q{ 98166 56001-02

CEPTHO®UKAT AHAJIN3A

www.drredays.cam

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

Ipoaykr: Keropoa® Dkenpece (keToposiak) TabieTKH, JUCNeprapyemble B 110J10¢TH pTa, 10 mr

Market / PoiHok :Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne i V2201296 O6beM cepun " 3600000 Tab
Analytical Report No / . 040002983456, Date of Analysis / - 30.06.2025
AHaJHTHYeCKHH oTYeT Ne * 890001819597 Jlata ananusa ’ T

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
Jara npou3BoacTBa Tonen mo

Mfg. License No. / . .
IIpoussoacTBenHas : MNB/05/263 MAumbery| 5 SN (OUHG69)<(EIF

Homep PY RU)

JHIeH3HsT Ne

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

Page4 of 9/ Crp. 4139

|
1}? Test / [TokazaTennb Results / PesyanTaTii Specification / Hopma
3 Average weight / Cpenusis 69.2 mg/69.2 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr no 72,8 mr (70,0 mMr + 4,0 %).
Complies / COOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
ORHOPOAHOCTH MACCHI 2/20 tablets - not more than + 20 %. /
18/20 TtabneTok — He 6Gomee =+ 10 %;
2/20 Tabnetok — He Gonee £ 20 %.
4 Disintegration time / 00 min 12 sec / 00 mun 12 cex Not more than 3 min. / He 6onee 3 Mum.
Pacnagaemoctnb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CisH;3NO3*C4H11NO; (ketorolac
Unit-2 / Tabs-2 98 % tromethamine) in 15 min. / He MmeHee
Unit-3 / Ta6n-3 98 % 75 % Q) C15sH13NO3°C4H11NO;3
) (xeToponaka TpoMeTaMuH) uepes 15 MuH.
Unit-4 / Tabx-4 97 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tab1-6 97 %

Remarks: The Product conforms to ND/
IMpumeuanue: [TpoaykT cooTBeTcTRYET TpeboBaHuaM HJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToaroroBneHo: Ramakant

Bl

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoautens

Amit Kumar A — k=
" -

T

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

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@drraddys.com
CIN: L85125AP1984PLCO0AS07

www.drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOHUKAT AHAJIM3A

www.drreddys.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keroposak) TabjieTKH, AHCHEePrHpyeMble B M0I0CTH pTa, 10 Mr

Market / PeiHok :Russia / Poccust

Batch No / - V2501296 Batch Quantity / 3600000 tab /

Cepnsn Ne ' O06bem cepun " 3600000 Tab

Analytical Report No / . 040002983456, Date of Analysis / - 30.06.2025

AHanuTHYecKHif oTyeT No ' 890001819597 JaTta anain3a T

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

JlaTa npou3BoJCTBA T'ogen go

Mfg. License No. / . .

IIpousBoacTBeHHAsSt : MNB/05/263 MA number: / : JIT-Na(004669)-(PT-
Homep PY RU)

Jaunensus Ne

Analysis performed according ND: / Ananns nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

PageSof 9/ Crp.Su3 9

[}

ducnepcHocTh

1}? Test / IlokazaTeb Results / PesynsTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBEeTCTRYET A uniform suspension passing through a

710 pm sieve is formed. / Obpasyercs
OIHOPOMIHAA CYCHEH3Hs, TpPOXOAsLIas
CKBO3b CHTO C pa3MepoM OTBEPCTHi
710 MKM.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /

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

CopnepxaHue BOAbl

] 0.0035 %

-TUAPOKCHAHANIOT
KeToponaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / ne 6onee 0,8 %;
1-keToaHaIor KETopoiaKa
unidentified impurity / 0.02% not more than 0.5 %; / ne 6onee 0,5 %,
eIUHUYHAS ’
HEHAEHTHQULIHPOBAHHAS
npHMeCh
total impurities / 0.1% not more than 1.0 %. / ue 6osee 1,0 %.
cyMMa npumecei

8 Water content / 2.6 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

pumeuanue: ITpogykr cooTBercTByeT Tpeboanusam HJI

3akmouenne: OJJOBPEHO

Prepared by /
[ToarorosneHo: Ramakant

QWJ :

Checked by /
Ilporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens
Amit Kumar -

[ N

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date / !

Hara: 30.06.2025

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@drraddys.com
CIN: L85195AP1984PLCO0A507

www.drreddys.com
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Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

~ ConAG
[eSaly seataYa i} O’)

Tk O 00
e

CEPTUDPUKAT AHAJIM3A

. 1
er. 771 Julvu

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TpoaykT: Keropoa® Dkcnpece (keToposak) TaGieTKH, AMCHEPrHpyeMbie B T0I0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne £ V2501296 O6bem cepun " 3600000 Tab

Analytical Report No / - 040002983456, Date of Analysis / . 30.06.2025

AHajguTHYecKHil oTueT Ne © 890001819597 JaTa aHaH3a ST

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

Jara npou3BoacTea T'ogen no

Mfg. License No. / . .

IIpousBoacTBeHHAas - MNB/05/263 MA number: / : JIII-N2(004669)-(PT-

Homep PY RU)

ynneH3us Ne

Analysis performed according ND: / Ananus nposesen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Ctp. 6 u3 9

1;.00 Test / Iloka3zaTe/b Results / Pe3ynbTaTsl Specification / Hopma
9 Residual solvents / OcTtaTouHble OPraHN4YecKHe PAaCTBOPHTEIH
Isopropyl alcohol / 04 pgftab / Not more than 350 pg/tab. /
HzonponaHon 04 Mxr B TabneTke He Gonee 350 Mkr B TabneTke.
10 Microbiological purity*/ Mukpo6Guosornyeckasi yuecrora*
Total Aerobic Microbial Less than 10 CFU/g/ not more than 10> CFU/g; /
Count / ob1iee 4yucno Memnee 10 KOE/T He 6onee 10° KOE/r;
a3poOHBIX MUKPO-
OpPTaHH3MOB
Total Combined Yeast and Less than 10 CFU/g / not more than 10> CFU/g; /
mold count / ob1uee 4ucno Menee 10 KOE/r He 6osee 10?2 KOE/r;
JPOMOKEBBIX U MIECHEBBIX
rpubos
Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. /
OtcyrctByeTB 1 T OTCYTCTBHE B 1 T.
11 | Uniformity of dosage unils / 3.4 Acceptance valuc (:417) not morc than
OaHOpOAHOCTH 15.0 Toka3zatens mpueMieMocT (4 V)
J03MPOBAHHBIX eAUHHLL JOIbKeH OITh He Gomee 15,0.

Remarks: The Product conforms to ND/
[Mpumeuanue: IIpoaykt coorsercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

b

Checked by /
ITpoeepeHo: Pardeep Kumar

=

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pyxoponurens
Amit Kumar N
—
/\ —

Reprint Date /
Jata: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date / "

Jata: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com
CIN: L85125AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

viil. Knol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDiA

Tel:+51 98166 5600102

CEPTUHDPHKAT AHAJTM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixenpece (keTopoaax) TabaeTki, AHCHeprHpyeMbic B OJIOCTH PTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepua Ne L O0nem cepun " 3600000 Tab

Analytical Report No / 040002983456, Date of Analysis / . 30.06.2025

AHaNHTHYEeCKHH oTueT No © 890001819597 JlaTa anaansa o

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

Jlara npou3BoacTBa T'ogen po

Mfg. License No. / . o

IIpon3BoACTBEHHAS - MNB/05/263 b il S y LIS OGHGG)E(S
Homep PY RU)

JIHIeH3us No

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

Page7of9/Crp. 7u3 9

No
Ne

Test / ITokazaTeb

Results / Pe3ysibTaTsl

Specification / Hopma

onpeaejseHue

12 Assay / KosinyecTBeHHOe

9.8 mg/9.8 Mmr
(97.8 %)

From 9.0mg to 11.0 mg of
Ci5Hi3NO3+C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr oo
1 1,0 MI C15H13NO3’C4H11NO3
(ketoponaka TpomeTamuH) (ot 90,0 1o
110,0 % oT 3asBJICHHOTO KONMYECTBA) B
TalbJeTke.

13 Butylhydroxyanisole
content /

Counepxanne
OyTUIrNAPOKCHAHU30/1a

0.0922 mg/tab /
0.0922 mr B TabneTke

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

OnucaHue ynakoBKH

14 Package description /

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. / Tlo 10 Tabnetox B
omucrepe w3 (IMMA/AJIIID ¢
pharomnoraotutenaem/IIDBIT)
doneru // (II3/AJ1) donsru. Ilo
2 GnHcTepa BMECTE C JTUCTKOM-
BKJIa/IBIIIIEM B MayKy
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
onucrepe u3 (ITA/ATVTID c
pnaronornotutenem/IIOBIT)  donwru //
(TID/AJT) Jonbiu. Mo 1 umu 2 6aucrepa
BMECTE C JIKCTKOM-BKJIAABIIIEM B Ma4Ky
KapTOHHYIO.

Remarks:: The Product conforms to ND/
[Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
Sakawuenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

<[ —

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurenb
Amit Kumar \

/\;/ —

A

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date / Y
Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Iindia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85125AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ":‘

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

vill. Kho!, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDiA

CERTIFICATE OF ANALYSIS 1. 191 98166 56001-02
CEPTU®UKAT AHAJIU3A  www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
Hpoaykt: Keropon® Dxcnpecc (keToposak) TaGieTks, AMCNeprupyeMble B MOIOCTH pTa, 10 mMr S—
Market / Poinox B :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne B VSRR O6bem cepun " 3600000 tab
Analytical Report No / - 040002983456, Date of Analysis / . 30.06.2025
AHajinTHYecKHit oTdeT No " 890001819597 Jarta anananza T
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JaTa npoH3BOACTBA T'ogen go
Mfg. License No. / . .
HpoussoacTBeHHas : MNB/05/263 S UMby y JII-Ne(004669)-(PT-
Homep PY RU)

JuuneH3ust Ne
Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 uz 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 BLIMyCKe JIEKAPCTBEHHOIO NpeNapaTa KOHTPO/IL KayecTBa Nno nokasatemo «Mukpoduonornueckas
YHCTOT2» NPOBOAUTCS AN Kaxa0il 20-0# cepun, HaH AJis OAHON CEpUHM B rojJ, B 3aBUCAMOCTH OT TOT0, 4TO

HACTYIIUT paHbLIIE.

API name / Haumenopanune A®C:

Ketorolac tromethamine / Keroposiaka TpOMETaMHH

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /

TJ1d:

Howmep cepnn npoussoauresist ADC: e
FP Manufacturer API Batch number /
Homep cepuu cy0CTaHIHHM NPOM3BOIHTEIIA FESA00215

API Manufactured by & country /
IIponzBoanTean A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Peanu'c Jlabopatopuc JIta., Uagus

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

HaumenoBaHne, aapec, JJHIEH3Us IS
IIpouseoacTBenHas miomanka / Ilnomanka
KOHTPOJIA KadecTra / Ilnomaaka Bpinycka

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 Peanu’c Jlabopatopuc JIta., Maaus, [IpoussoacteeHHoe
noapasnenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, luctpukr

Conan, X.I1., 173205, Unana (muuenszus 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/

IIpumeuanue: [Iponykr coorBeTcTBYeT TpeboBanusmM HJI

Conclusion: APPROVED /
Zakawdenue: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

JE4

Checked by /
Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peHo: Menemkep / Pykosoautensb

Amit Kumar j 1\
N

SN

i

Reprint Date /
Jara: 30.06.2025

Reprint Date /
Jara: 30.06.2025

Reprint Date /
Jarta: 30.06.2025

=T

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: L85125AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
... Formulation Unit-6
® vill. Khol, Nalagarh Read, Baddi,

)
DI". Reddy S ‘ Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS . 101 08166 5600102
CEPTUO®UKAT AHAJIM3A www.drradelys.com

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

Hpoaykr: Ketopon® Ixenpece (keTopoJiak) TabieTKH, JHCHEPrHPYEMbI€e B MOJOCTH pra, 10 Mr i

Market / Poinok :Russia / Poccust -

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne § e O6nem cepnn " 3600000 Tab

Analytical Report No / 040002983456, Date of Analysis / . 30.06.2025

AHaJinTHYecKHT oTyeT Ne " 890001819597 JlaTa ananuza I

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

JlaTa npon3BoacTBa I'ogen no

Mfg. License No. / ) o

IpouspoacTBenHas : MNB/05/263 S unumbeE 5 SR(R0EO0T)S(HT=
Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Auaau3 nposegen no H/I: JITI-Ne(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».

3aka04eHHe o cooTBeTcTBHHM: «HacTosumm s moATBEp>KIak0, YTO IIPHUBEACHHAS BbIle UHGOpPMaLUs SIBISETCS
JOCTOBEpHOH M TOYHOH. JTa cepHs NMPOAYKIHH IpOW3BeAcHa (BKIIOYas YNAaKOBKY (MAapKHUPOBKY) M KOHTPOJIb
KauecTBa) Ha BBIIEYKAa3aHHOH MPOU3BOJACTBEHHON TIUIONIaJike (IUIOH[aAKax) B IIOJIHOM COOTBETCTBHM C
TpeboBanusMH [lpaBun HamIexamei Mpou3BOJICTBEHHON MpPakTHKU EBpa3uiicKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centss6ps 2022) u TpeGOBaHUIMH KOHTPOJISI KAYECTBA JEKapCTBEHHBIX CPECTB,
a TaKXXe B COOTBETCTBHH €O clelUbUKaIUSIMU, COIEPKAIUMICS B PETUCTPAllMOHHOM JIOCHE CTPaHbI-UMIIOpTEpA.
3anucy 1o NpoU3BOJCTBY, YIIAKOBKE U aHANTM3Y IPOBEPEHEL, U YCTAaHOBIIEHO X COOTBETCTBUE TpeOoBaHUAM I1paBun
HaJJIeXaled Ipou3BOACTBEHHOM MpakTuky EBpazuifickoro S5KOHOMUYECKOIO COH3a».

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

IMpumeuanue: Ipoaykr cooTBeTcTBYET Tpeboanusam HJI 3axiawuenne: OJOBPEHO

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

[Toarorosneno: Ramakant T IIporepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBonurens
fV \ ) Amit Kumar A

Reprint Date / ' Reprint Date / Reprint Date / )

Jara: 30.06.2025 Hara: 30.06.2025 Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



