Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

Jel : +91 98166 560C01-02
www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropon® Jkcnpece (keTopoaak) TabaeTKH, AHCHeprupyemMbie B HOJ0CTH PTa, 10 mr

Market / Poinor

‘Russia / Poccus

Batch No / V2501181 Batch Quantity / 3600000 tab /

Cepusn Ne ) O6nem cepui " 3600000 Ta6

Analytical Repourt No/ . 040002976390 Date of Analysis / . 99.06.2025

AnanuTHyeckHuii oTueT Ne JdaTa anannsa

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

JlaTa npou3BoACTBA I'ogen no

Mfg. License No. / . .

Ipon3BoacTBEeHHAS : MNB/05/263 MEAIMDEX: p e IIENe (U000 (R
Homep PY RU)

Junensus Ne

Knalysis performed according ND: / Auaaus nposegen mo HJI: JITT-No(004669)-(PI"-RU)-190224

Pagel1of 9/Crp.1u39

No . .

N Test / IlokasaTenb Results / PesyabTaTsl 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. / Kpyrable
side. / Kpyrible miockue wiockne TabneTku ¢ ¢ackoll, cBeTno-
TabneTku ¢ dpackol, CBETIIO- KEJITOro IBeTa C IpaBUpPOBKOH «!» Ha
KENTOTO L[BETA C [PaBUPOBKOH OIHOM CTOpOHE.
«l» Ha onHOM cTopoHE.

2 Identification / MnenTuduxanus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / V®-criexTpbl NOINOILEHHA
UCTIEITYEMOTO  pacTBOpa U  pacTsBopa
craggapTHoro  obpasna  KeTopoJsiaka
TpOMeTaMHHa JIOJIXKHBL HMETb
MaKCHMYMBI TIPH OJHOM U TOM Xe JuHe
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanwe: IIpoaykr cooteTcTByeT TpeboBanusm HJL

3aka

Conclusion: APPROVED /

wuenue: OJJOBPEHQ

Prepared by /

IMoarororneno: Yogesh Chauhan

AL

Reprint Date /
JHara: 29.06.2025

o

Checked by / Approved by: Manager/Exegutive /

IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pygoroaurenn
- ‘_[_‘_____ Abhishek Chauhan fT

Reprint Date / Reprint Date /

Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 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: L85185AP1984PLCO04507
www.drreddys.corn




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

CEPTUOPUKAT AHAJIM3A

Tel : +51 58166 56001-02
www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TlpoaykT: Ketoposn® Dxenpece (keTopoiak) TabeTKH, AMCHeprupyeMble B OJIOCTH pra, 10 Mr

Market / Poinok

:Russia / Poccus

Batch No / - V2501181 Batch Quantity / 3600000 tab /

Cepus Ne ' O0bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002976390 Date of Analysis / . 99.06.2025

AHanuTHyecKHil oTyeT No JlaTa anaauza

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

Hara npon3sBoacTea TI'ogen oo

Mfg. License No. / . .

IlponsBoacTBennas : MNB/05/263 NS Er:d : JINENE(O004669)3(EN=
Homep PY RU)

JIHIEeH3HA Ne

Analysis performed according ND: / Anaaus nposeaen mo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Cip.2m39

Test / [Ioka3aTeanb

Results / PesyabTaTs!

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 ynepXuBaHUs
OCHOBHOI'0 IIMKa Ha XpoMaTorpaMme
HCMBITYEMOTO pacTBOpa TIOJIKHO
COOTBETCTBOBATH BPEMEHH YIEPKUBaHUA
OCHOBHOI'0 INHKa Ha XpoMaTorpamme
pacTtBopa CTaHAApPTHOTO obpasua
KETOpOJaka  TpoMeTaMuHa  (pasgjen
«KonHUEeCTBEHHOE OTIPENETIEHHEY).

Remarks: The Product conforms to ND/
[Tpumeuanye: [IponykT coorBeTcTBYeT Tpebopanuam HJI

3aka

Conclusion: APPROVED /

wuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managcli /Executive /
IToarotosneno: Yogesh Chauhan IposepeHo: Pardeep Kumar | Onobpeno: Menemxep / Pyk BOJIMTENb
I Abhishek Chauhan | T
(Y A g [
1',- Qﬁ——fﬁ \K_ Py !
Reprint Date / - Reprint Date / Reprint Date /
Jata: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.corn




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

CEPTUDPUKAT AHAJINU3A

Tel : +91 53166 56001-02
www.drredilys.com

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

Hpoaykr: Keropon® Dxenpece (keTopoaak) Tab/ieTkH, Alcnepripyevbie B nonocta pra, 10 mr

Market / Prinok

:Russia / Poccuns

Batch No / - V2501181 Batch Quantity / 3600000 tab /

Cepun Ne ' O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002976390 Date of Analysis / - 29.06.2025

AnanaTmyeckHi oTuer Ne JlaTa aHaau3a -

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

Jara npousBoacTBa TI'onen go B

Mfg. License No. / . .

IIponseoacTBeHHAs : MNB/05/263 SN : JEUENR(OUAS00) (L=
Homep PY RU)

JHIeH3nA Ne

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

Page3of 9/ Crp.3m39

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-0yTHNTrHAPOKCHUAHU3011a
3-6y TUNTHAPOKCHAHHU30M1a

«ConepxaHue
OyTHIrMAPOKCHAHU3OIAN).

1;.00 l Test / IlokazaTennb Results / PesyabTaThl 1 Specification / Hopma
i Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of P
Bymuneudpoxcuanuzon butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

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

BYL
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yIOepPKUBaHHA MUKOB
2-0yTHATHAPOKCHAHN30TIa 74
3-0yTHIrHAPOKCHAHU30J1a Ha

XpOMarorpamMe HCIBITYEMOrO PacTBOpa
JOJDKHBL  COOTBETCTBOBATbh  BPEMEHAM
yIOepPKUBAHUS IIHKOB

H
Ha

XpoMaTrorpaMme pacTBopa CTaHAAPTHOTO
o6pasua OyTWITHAPOKCHaHU301a (pasael

Remarks: The Product conforms to ND/
Tpumeuanue: [IpoaykT cooTBeTcTBYET TpebosanuaM HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Taia. 29.06.2025

Hata: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: YogeshyChauhan | Ilpoepero: Pardeep Kumar | Ono6peno: Menemxep /| Pykosoaurens
Y ; Abhishek Chauhan ]
¥ /e “:‘I—f i L/_-.
Reprint Date / = Reprint Date / Reprint Date /

Hara: 29.06.2025

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: L85125AP1984PLC0O04507

www.drreddys.com




Qe
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distl. Sclan, H.P.,, 173 205, INDIA

CEPTUDUKAT AHAJIM3A

lei: +91 95166 H0001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Dkcnpece (KeToposiak) TaGieTku, AMCNeprupyemble B M0JI0CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccust
Batch No/ - V2501181 Batch Quantity / 3600000 tab /
Cepusa N2 ) O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002976390 Date of Analysis / . 99.06.2025
Ananuraueckuii oryeT No JlaTa anaamnza
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
JlaTa npon3BoacTBa Tongen oo
Mfg. License No. / _ MA number: /  JIII-Ne(004669)-(PT-
IIpounsBoacrBenHasn : MNB/05/263 .

Homep PY RU)
JuneH3us Ne

Analysis performed according ND: / Auaauns nposegen mo HJI: JITI-N2(004669)-(PT-RU)-190224

Paged4of 9/ Crp.4m39

I}oo Test / IToka3aTeisb Results / PezynbTaThl Specitication / Hopma
3 Average weight / Cpenuss 69.7 mg / 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr po 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTcTBYeT
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OHOPOAHOCTHL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oosee + 10 %;
2/20 Tabnetok — He Gonee = 20 %.
4 Disintegration time / 00 min 16 sec / 00 muH 16 cex Not more than 3 min. / He 6onee 3 mun.
PacnagaemocThb
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 102 % Not less than 75% (Q) of
. Ci15H13NO3+C4H 1 NO3 (ketorolac
el s M i T % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 95 % 75 % Q) CisHj3NO3C4H11NO3
. (keTopoJiaka TpOMeTaMKH) uepes 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabx-6 100 %

Remarks: The Product conforms to ND/
[pumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3akmwouenne: OJOBPEHO

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

IMoarotosneno: Yogesh Chauhan | IlpoeepeHo: Pardeep Kumar | Ono6peno: Menemxep //Pyxosgantens
N~ ¢ Abhishek Chauhan f

Reprint Date/ Reprint Date / Reprint Date /

Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 29599, Email: mail@drreddys.com
CIN: L851S5AP1984PLCO04507
www.drreddys.corn
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Dr.Reddy’s ‘_’.‘

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

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

Vill. Khel, Nalagarh Road, Baddi,
Distl. Solan, H.P., 173 205, INDIA

fei:-+G1 95166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

www.drreddys.com

ITpoaykT: Keropoa® Jxcnpecce (keroposiak) TaG/ieTku, ANCIeprHpYeMbie B IOJIOCTH PTa, 10 mr

JIHIEeH3HA Ne

Market / Poinox :Russia / Poccus
Batch No / - V2501181 Batch Quantity / ~ 3600000 tab /
Cepusa Ne ' O0Bem cepuH " 3600000 Tab
Analytical Repourt No/ - 040002976390 Date of Analysis / . 99.06.2025
AHanuTHYecKHH oT4YeT No JlaTa ananu3a
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jara npon3BoacTBa I'open no
Mfg. License No. /

) MA number: /  JIII-N2(004669)-(PT -
IIpon3BoacTBeHHan : MNB/05/263 Homep PY " RU)

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

No | Test / Iloka3aTenb

Page Sof 9/Crp. Sus 9

Results / PesyabTaThl Specification / Hopma

Ne
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
HducnepcHocTh 710 pm sieve is formed. / Obpasyercs
OJHOPOJiHAs CYCTEH3US, NPOXOAsIas
CKBO3b CHTO C pa3MepoM OTBEPCTHii
710 MKM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-runpokcuanaior
KeTopoJjiaka

1-keto analog of ketorolac /
1-KeToaHaNoT KeToponaka

Below LOQ (LOQ = 0.0032 %)/ | not more than 0.5 %; / He 6once 0,5 %;
Hibxe mpesena KOMMYeCTBEHHOTO
onpenenenns (ITKO = 0.0032 %)

not more than 0.8 %; / e 6onee 0,8 %;

i
V-r/°

0.10%

unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;

eIUHUYHASL

HenaeHTUGULIUPOBaHHAS 0.01%

NpUMeCh

total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.

cyMMma npumecei

8 Water content / 23 % Not more than 7.0 %. /
CoaepxxaHue BOAbI He 6onee 7,0 %.
|

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
pumedanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarotosneno: Yogesh Chauhan | INposepeno: Pardeep Kumar | OnoGpeno: Menemkep /] _vxonfrmrrenb

- ,' Abhishek Chauhan

-

Reprint Date / - Reprint Date / Reprint Date /
Jara: 29.06.2025 JHara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “':'

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Hpoaykr: Keropon® Jxcnpece (keToposiak) TaGuieTKH, AMCHEprHpyeMble B 10JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust -
Batch No / V2501181 Batch Quantity / 3600000 tab /
Cepus Ne ' Q6beM cepHH " 3600000 Tab
Analytical Repourt No/ - 040002976390 Date of Analysis / . 20.06.2025
AnanuTnyeckHi oryer Ne JlaTa aHam3a B
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jara npounsBoacTsa I'ogen xo N
Mfg. License No. /

) MA number: /  JITI-Ne(004669)-(PT -
ITponsBoacTBeHHAsS : MNB/05/263 Homep PY " RU)

JnneH3ua Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JITI- 3(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

1;.:) Test / IlokazaTeJb Results / PesyabTaTtst Specification / Hopma
9 Residual solvents / OcTaTo4Hble OpraHHYeCKHE PACTBOPUTE/IH
Isopropyl alcohol / 13 pg/tab / Not more than 350 ng/tab. /
Hzonponanon 13 mxr B TabneTke He Gonee 350 MKT B TabneTkKe.

10 | Microbiological purity*/ Mukpoouoaornyeckas yucrora*

OnHopoaHOCTB
JMO3HPOBAHHLIX €ANHHLL

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / obl1iee 4uCI0 He 6onee 10° KOE/T;
a3pOoOHBIX MUKPO-
OpraH’3MOB
Total Combined Yeast and NA not more than 10? CFU/g; /
mold count / obiiee YUCIO He 6onee 10° KOE/r;
IOPOXOKEBBIX U TIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 3.1 Acceptance value (4V) not more than

15.0 Tlokasatens npuemsnemMocTH (4 V)
JoMKeH ObITh He Gonee 15,0.

Remarks: The Product conforms to ND/
[pumeuanue: [Iponyxt cootBeTcTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
3akiIoueHue: O)IOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oxnrorosnero: Yogesh Chauhan | IpoeepeHo: Pardeep Kumar | Omo6peno: Menemxkep / P, 'KOBO;?A-!TBH]:
& Abhishek Chauhan i,
!"' p F 4——9—" g, I
Reprint Date/ Reprint Date / Reprint Date /
Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

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

Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLC004507
www.drreddys.corn



Dr. Reddy's Laboratories Ltd.

‘.o L
Formulation Unit-6

9 [ ] )

Dr' Reddy s o vill. Khol, Nalagarh Road, Baddi,

’ Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Tel + 491 93166 506001-02
www.drredciys.com

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

Ipoaykr: Keropos® Dkcnpece (keTopoak) Tab/eTKi, ANCHePrEpyeMbie B NOJOCTH PTa, 10 mr

Market / Peinok :Russia / Poccust -
Batch No / . V2501181 Batch Quantity / 3600000 tab /
Cepus Ne ' O6bem cepun " 3600000 Tab
Analytical Repo“rt No/ . 040002976390 Date of Analysis / . 29.06.2025
AHaauTHYeCKHi oTuer Ne JaTa anainsa B
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jlata npou3BOACTBa T'open go
Mfg. License No. / . .
IIpouszBoacTBeHHAsA : MINB/05/263 BOATumDEY) : st e(O0 A0k
Homep PY RU)

MIeH3Hs Ne

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

Page 7 0f9/Crp. 7u3 9

1;,2 Test / IlokasaTenn Results / PesynabTaTsl Specification / Hopma
12 Assay / KonuuecTBeHHOE 9.9mg/9.9 mr From 90mg to 11.0 mg of
onpeaejaeHMe (99.1 %) C15H13NO3+C4H ;1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr fo
1 1,0 MI C15H13NO3'C4H1 1NO3
(keToponaka Tpomeramun) (ot 90,0 mo
110,0 % OT 3asBJEHHOTO KOJHYECTBA) B
TabNEeTKE.
13 Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0969 mr B TabneTke He menee 0,042 Mr B TabneTKeE.
6yTHArMAPOKCHAHU301a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 Tabnetok B
information leaflet in a carton | OamcTepe u3 (TTA/AJI/TID c
pack. / Tlo 10 tabnetok B | Bnaronormoturenem/IIOBIT) ¢onbru //
omactepe w3 (TTA/AJI/IID ¢ | (II3/AJI) doneru. o 1 uau 2 6nucrepa
snaromnornoturenem/[1OBIT) BMeCTe C JINCTKOM-BKJIaAbIIIEM B ITA4YKy
dboneru // (II3/AJT) doneru. Ilo | KapTOHHYIO.
2 6nucTepa BMECTE C JIHCTKOM-
BKJIaJBIIIEM B navyKy
KapTOHHYIO.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeyanue: IIponykT cooTBeTcTBYeT Tpebosarusam HJT Zaxmouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Es kcutive /

[oaroroeneno: Yogesh Chauhan | ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoautens

v Abhishek Chauhan
W 7 Qf—t’
Reprint Date/ ' Reprint Date / Reprint Date /
Jara: 29.06.2025 Jara: 29.06.2025 Jara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



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

@0
DI'. Reddy,s "... vill. Kho!, Nalagarh Road, Baddi,

5 e e ___ Distt. Solan, H.P,, 173 205, INDIA
C F.R.”I l}' ICATE p[‘ ,-\I\.-\I,‘It SIS Tel : 491 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

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

|IIpoayxT: Keropos® Ixcnpece (ketoposak) ralyieTku, AucneprupyemMeie B MOJ0CTH PTa, 10 mr |
Market / Ppinok :Russia / Poccus
Batch No / . V2501181 Batch Quantity / 3600000 tab /
Cepus Ne ] Oo6nem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002976390 Date of Analysis / . 29.06.2025
AHanurHdecknii oTyer Ne Jara ananusa
Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027
Jara npou3BoACTBA Topgen go
Mifg. License No. / . o
IIpousBoacTBEHHAS : MNB/05/263 MA number: / : N (B0A66)= (T

Homep PY RU)

JIMIEeH3HA Ne
Analysis performed according ND: / Anaaus nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ C1p. 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.

* [Ipu BbINyCKe JIeKAPCTBEHHOro NPenapaTa KOHTPOJIb KauecTBa Mo nokasaTesto «MukpodHoornyueckast
4HCTOTa» MPOBOINTCA ANA KaxA0ii 20-0if cepuy, HJIH AJ151 OJHO# CEPHUU B IO/, B 3aBUCHMOCTH OT TOI0, 4TO

HACTYNMT paHbllle.

| API name / Haumenosanne A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABSHO001016
Homep cepun npouspoautTens ADC:
FP Manufacturer API Batch number /
Homep cepnu cyOCTAHIHHA NPOH3BOAMTENS FESA00165
TJI®:
API Manufactared by & country / Dr. Reddy's Laboratories Ltd., India /
IMpoussoaurean A®C, crpana: J-p Pennu'c Jlaboparopuc Jlta., UHpus
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) /
HauMenoBaHue, agpec, JHNECH3US 11 JI-p Penmu’c Jlaboparopuc Jita., Uaaus, IlpoussoacTeeHHOS
Ipou3BoacTBenHan njomaaxa / Ilnomagxa nonpasaenenne-6, Bunn. Kxons, Hanarapx Poyn, banau, Jluctpuxr
KOHTPOJIs KadecTBa / Ilnomaaka BeIMycKa Conan, X.IL, 173205, Uaaus (nuuensus nomep 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/ Conclusion: APPROVED /

Ipumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBanusaM HJJ 3axmouenne: OJJOBPEHO

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

[Moarorosneno: Yogesh Chauhan | ITposepeno: Pardeep Kumar | Onobpero: MeHe;pKep:.' Pyropoaurens
Y -~ d - Abhishek Chauhan { )

Reprint Date / = Reprint Date / T Reprint Date /

Hara: 29.06.2025 Hata: 29.06.2025 Hata: 29.06.2025 B

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 Laborateries Ltd.
Formulation Unit-6

Qe
DI‘. Reddy,s Q-... vill. Khol, Nalagarh Road, Baddi,

s == v Distt. Solan, H.P., 173 205, INDIA
l 1 TATH " . : ‘g} £ ’ ' )
CERTIFICATE OF ANALYSIS Tol : +91 98166 56001-02

- CEPTUOHKAT AHAJIU3A o B e o -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxenpece (keTopoaak) TabaeTku, {HCNeprupyembie B nojocti pra, 10 mr
Market / Poinox :Russia / Poccus
Batch No / - V2501181 Batch Quantity / 3600000 tab /
Cepusa Ne ) O6vbem cepH " 3600000 Tab
Analytical Repovrt No/ . 040002976390 Date of Analysis / . 29.06.2025
| AHanuTHYecKHH oTyeT No Jara anaau3a
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027
Jlata npou3BoACTBA I'onen no
Mifg. License No. / . .
ITpoussoAcTBEHHAS : MNB/05/263 MEN nungoexe: p NG (004669)=gRTS
Homep PY RU)
JauneH3us Ne B
_Analysis performed according ND: / Anayiu3 nposeaen mo H/I: JHI-Ne(004669)-(PI'-RU)-190224

Page 9 of 9/ Crp. 9 u3 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».

3ak/I0ueHHe 0 COOTBETCTBMM: «HacTOALMM o MOATBEPXKIAIO, YTO IIPUBEACHHAS BBIIE HHYOPMALIUS ABIAETCS
JOCTOBEPHOM M TOUYHOM. DTa cepvs NPOAYKUMH MpOoHM3BeAeHa (BKIIOYAs YIAKOBKY (MapKMPOBKY) W KOHTPONb
KauecTBa) HA BBINIEYKa3aHHOW HPOU3BOJCTBEHHOHM IUIONIaAKe (IIIOMAAKaX) B IOJHOM COOTBETCTBUHM C
TpeboBarmamy [IpaBui Hajyexamed MPOU3BOJACTBEHHOM NpakTHKH EBpasuiickoro sKoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6pst 2022) u TpeOOBaHUAMHU KOHTPOJIA KaYeCTBA JICKAPCTBEHHBIX CPE/ICTB,
a TaK)Xe B COOTBETCTBHH CO CITEIHGPHUKAIMSIMH, COAEPKAIMUMHUCA B PETHCTPALIMOHHOM JIOChE CTPAHBI-UMIOPTEPa.
3alucH 110 IPOM3BOCTBY, YIIAKOBKE U aHAIIM3Y IIPOBEPEH, U YCTAHOBJICHO HX COOTBETCTBHE Tpebosarusm [Ipasun
HaJyIexaIei Iporu3BOICTBEHHOM NpaKTUKK EBpasuiicKoro 3KOHOMHYECKOro COI03ay.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
{Ipumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanuam H/| 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Hxecutive /

[oarorosnero: Yogesh Chauhan | IIposepeno: Pardeep Kumar | Onobpeno: Menemxep /[PyxoBoauTens

/ o ﬁ Abhishek Chauhan
Vv /-

—

Reprint Date/ Reprint Date / Reprint Date /
Jara: 29.06.2025 Jara: 29.06.2025 Jlata: 29.06.2025
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