Dr.Reddy’s ":’

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A

Tel : +91 88166 56001-02
www drreddys.comn

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropos® Ixcnpece (keToposiak) TabaeTKH, AMCIePrapyemble B M0JI0CTH PTa, 10 mr

Market / Prigok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne e V2402084 O0beM cepuH " 3600000 Tab

Analytical Repourt No/ - 040002759214 Date of Analysis / . 19122024

AHaTuTHYECKH oTyeT Ne JlaTa aHa/n3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JaTa npou3pojcTea I'onen no

Mfg. License No. / . .

IIpoussoacrBeHHan : MNB/05/263 MAsnumbers./ : JNEN(O0AGOF TS
Homep PY RU)

Jauuen3us Ne

Analysis performed according ND:

/ Auanus nposeaen mo HJ: JITT-Ne(004669)-(PT-RU)-190224

Page1 of 9/Crp.1 u3 9

No . 5
N Test / [lokazaTeJib Results / PesyabTaThl 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. / Kpyrasie
side. / Kpyrnbie niockue miockne TabsjeTkd ¢ ¢ackod, CBETNO-
TabneTky ¢ GackoH, CBETO- JKEJITOTO IIBETA C TpaBHPOBKOM «|» Ha
JKEJITOrO L[BETA C IPAaBHPOBKOMH OJHOIt CTOPOHE.
«l» Ha OHOH CTOpPOHE.
— : .
2 Identification / UxenTnduraums

Ketorolac / Kemoponak

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpsl NOITOLIEHHA

Complies / CooTBETCTBYET

MCTILITYEMOTO  pacTBopa M pacTBopa
cTaHmapTHoro  obpasua  KeTopoJaka
TpOMeTaMHHa JIOJIXKHBI HMMETh

MaKCHMYMBI TIpy ONHOW M TOH Xe IJINHE
BOJTHBI (£ 2 HM).

Remarks : The Product conforms to

Npumeuanue: IpoaykT cooTBeTcTByeT Tpeboanusm HJI

Conclusion : APPROVED /
Zakarouenne: OJOBPEHO

ND/

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

IMoaroroenexo: Santosh Kumar [poeepeHo: Pawan Kumar Ono6peno: MeHemkep / Pykosoantenb
7 § |

Maurya z}__ Pavan Kumar Sharma );/;/,

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 Hata: 19.12.2024 Hara: 19.12.2024

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

Tel:

+91 40 4900 2960, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCODA507
wyw.drreddys.com




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon® Dxcnpece (keTopoaak) Tabuerki, AHcHeprupyempie B moaoctu pra, 10 mr

Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne V2102684 O6beM cepun " 3600000 Tab
Analytical Repovrt No/ . 040002759214 Date of Analysis / . 19.12.2024
AHannTHYecKHH oTyeT Ne JaTta anaiusa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JaTa npousBoacTBa TI'open ao
Mfg. License No. /

) MA number: /  JIII-Ne(004669)-(PI'-
ITpouzBoacTBeHHAS : MNB/05/263 Homep PY " RU)

Junen3us Ne

Analysis performed according ND:

/ Ananus nposened no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page2 of 9/Crp. 2 u3 9

No
No

Test / IToka3aTenb

Results / Pe3ysbTaThl

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 ynepKUBaHUA
OCHOBHOIO IIHKAa HA Xpomarorpamme
HCIIBITYEMOTO pactBopa JIOJXKHO
COOTBETCTBOBATH BPEMEHH YIIEepPXKUBAHHS
OCHOBHOrO IIMKa Ha XpoMaTorpamme
pacTeopa CTaHAApPTHOTO obpasua
KeToponaka  TpoMeTamMuHa  (pasnen
«KonuuecTBeHHOE ONpeneNieHne).

Remarks :

The Product conforms to ND/

[Tpumeyanue: ITponykr coorBercTBYeT Tpeboranuam H/J

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
[Moarotosneno: Santosh Kumar

Checked by /

[Mpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PyKOB(?ImTenb

) s
Maurya /Tu— Pavan Kumar Sharma b b
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3

, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 4G 4960 2900, Fax: +91 40 4900 2995, Email: maii @drreddys.ccm
CIN: L85195AP1984PLCOD4507
wawvLarreddys.com




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

@ s
Dr. Reddy’s "‘.. Vill. Knol, Nalagarh Road, Baddi

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®HKAT AHAJI3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoan® Ixenpece (keropoaak) Tabaerk, AHcnepropyemole B M0J0CTH pTa, 10 mr

Market / Poisok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepna Ne s V2402634 Oo6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002759214 Date of Analysis / . 1912.2024

AHajnuTndeckuii oryeT Ne Jlara aHa/iM3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

JlaTa npom3BoOACTBA Topen /10

Mfg. License No. / . .

Ipon3BoaCTBEHHAS : MNB/05/263 MA number: / : JIII-No(004669)-~(PT-

Homep PY RU)

_THueH3Ha Ne

Analysis performed according ND: / Ananus nposenen no HJL: JITI-N(004669)-(PT'-RU)-190224

Page3 of 9/ Crp.3 u3 9

1;00 Test / IlokazaTesb Results / PeayabTaThl 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 ("Butylhydroxyanisole
content" section). / Bpemena
yICPKUBAHUS TTHKOB
2-6yTHITHAPOKCHAHU30M1a H
3-0yTHUATHAPOKCHAHU301a Ha
XpOMaTorpaMmMe HCILITYEMOro pacTBOpa
JOJDKHBl COOTBETCTBOBaTb BpEMEHAM
yaepKUBaHHs MUKOB
2-0yTHATMIPOKCHAHU30M1a H
3-0yTUATMIPOKCHAR 301 Ha
XpOMaTorpaMMe pacTBopa CTaHAAPTHOTO
o6paszua GyTHIrUAPOKCHAHN30NA (pasien
«CopaepxaHue
OYTHUITHAPOKCUAHU30MAY).

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

[Tpumeuanue: [Ipoaykt cooreTcTBYeT TpeboBanusam H/L Zaxmoyenue: OJOBPEHO

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

Ioarorosieno: Santosh Kumar IIporepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoantes

Maurya { Pavan Kumar Sharma 4 _—

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 Hara: 19.12.2024 Jara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +31 40 49060 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwvydrreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Viil. Knol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHOPHKAT AHAJTHU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keToponak) TabaeTku, AHcneprapyemMbie B N0J10CTH PTa, 10 mr

Market / Poiok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepua Ne V2402634 O6mem cepun " 3600000 Tab

Analytical RepOft No/ . 040002759214 Date of Analysis / . 19.12.2024

AHajgaTHYecKHi oTyeT No JlaTra anannsa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

Jara npoussoacTBa Tonen 5o

Hpommanernennas . MNB/05/263 MA number: / y JIIL=Ne(004669)=(RTS
= et ' Homep PY " RU)

anuenzus Ne

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

Page40of 9/ Crp. 4 u3 9

i.:) Test / Iloka3zaTenb Results / PesyabTarsl Specification / Hopma
3 Average weight / Cpeansis 68.9 mg / 68.9 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca : Ot 67,2 mr o 72,8 mr (70,0 mr = 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oojee + 10 %;
2/20 tabneTok — He 6ornee + 20 %.
4 Disintegration time / 00 min 46 sec / 00 MuH 46 cek Not more than 3 min. / He 6osnee 3 MuH.
PacmapgaemocTh
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 102 % Not less than 75% (Q) of
R Ci15H13NO3CsH 1 1NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 107% | 75% (Q  CisHisNO3*CH11NOs
) (keToponaka TpOMETaMUR) yepe3 15 MHH.
Unit-4 / Tabn-4 103 %
Unit-5 / Tada-5 106 %
Unit-6 / Taba-6 100 %

Remarks : The Product conforms to ND/
[pumeuanue: [IpoaykT coorseTcTBYET Tpebopannam HJL

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / Checked by /
IMoxrorosnexo: Santosh Kumar

Maurya @ ({r

IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykopoaurens

Pavan Kumar Sharma & =t o

A==

Reprint Date / Reprint Date /
Jara: 19.12.2024 Jara: 19.12.2024

Reprint Date /
Hata: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Erail: maii@drreddys.ccm
CIN: L85195AP1984PLCDO4507
wvhvv.drreddys.com




Dr.Reddy’s “:".

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJTN3A

www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Ixcnpecc (keTopoak) TabaeTKH, AuClieprupyemble B M0JI0CTH PTa, 10 mr

Market / PriHok :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne V2402634 O0bem cepud " 3600000 Tab

Analytical Repourt No/ . 040002759214 Date of Analysis / . 19.12.2024

AHauTHJYEeCKHH oTueT No Jara ananusa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JlaTa npoH3BOACTBA I'oaen jio

Mfg. License No. / ] .

IIponsBoacTBEHHAS : MNB/05/263 MA number: / ¢ JIII-Ne(004669)-(PT-
Homep PY RU)

Jnuensnus Ne

Analysis performed according ND: / Anauus nposenex no HJI: JII-N2(004669)-(PI'-RU)-190224

Page Sof 9/ Crp. 513 9

JducnepeHocTh

1}3 Test / IlokasaTenn Results / PesyabTaThbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpa3yercs
OJHOPO/HAs CYCNEH3Ms, MpOXoAsLas
CKBO3b CUTO C PasMepOM OTBEPCTHH
710 MKM.

7 Impurities / ITpumecu

1-hydroxy analog of
ketorolac: /
1-rugpokcuaHanor
KeTopoJaKa

Below LOQ (LOQ = 0.0032 %) /
Hixe npenena KOIM9IECTBCHHOTO
ompenenenus (ITKO = 0.0032 %)

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

1-keto analog of ketorolac /
1-keTOaHATOT KeTopoiaka

0.05%

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

unidentified impurity /
eAuHIY Hast
HenaeHTHUUUPOBaHHASA
npuUMech

0.02%

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

total impurities /
cyMMa npumecei

0.1%

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

8 Water content /
Conep:kanye BOAbI

2.1 %

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

Remarks : The Product conforms to ND/
[Mpumeyanue: IIpoaykt cootBeTcTBYyET TpeboBanrsm H/T

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Santosh Kumar [Iposepeno: Pawan Kumar Onobpeno: Menemxep / PthBomlTunb
Maurya % ’5’]_,’- Pavan Kumar Sharma  .{_ .
Reprint Date / Reprint Date / Reprint Date / i

Hara: 19.12.2024 Hata: 19.12.2024 Hara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 299, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOV4507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02

CEPTH®HKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® xenpece (KeToposiak) TadaeTk, AMcHeprapyeMble B 0J0CTH PTa, 10 mr

]

Market / PbiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne A V2402634 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002759214 Date of Analysis / . 19.12.2024

AHaguTHYeCKHIT 0TYeT Ne JlaTa anajusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jlata npon3BojicTsa T'onen no

Mfg. License No. / . o

IponszBoacTBEHHAS : MNB/05/263 D mumbex:  IIENE(004662)= (B
Homep PY RU)

aunen3us Ne

rf\naiysis performed according ND: / Ananu3s npopejen no HT: JII-Ne(004669)-(PI-RU)-190224

Page 6 of 9/ C1p. 6 n3 9

NNOO Test / [lokasaTe/ib Results / PesyabraTsbl Specification / Hopma
9 Residual solvents / OcTtaTouyHbI€ OPraHnYecKHe pacTBOPHTEIN
Isopropyl alcohol / 17 pg/tab/ Not more than 350 pg/tab. /
H3onponanon 17 mMxr B TabneTke He Gonee 350 MKT B TabJIeTKE.
10 | Microbiological purity*/ MukpoGroaoruieckas 4ucrora*
Total Aerobic Microbial not more than 103 CFU/g; /
Count / ob1uge 9ucio NA e Gonee 10° KOE/r;
a’poOHBIX MUKPO-
OpraHH3MOB
Total Combined Yeast and not more than 10° CFU/g; /
mold count / o61iee 4ucio NA He Gonee 102 KOE/;
JIPOXIKEBBIX M MIECHEBLIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 I
11 Uniformity of dosage units / 7.2 Acceptance value (4V) not more than
OaHOpPOAHOCTH 15.0 Tokasatens npuemnemoctH (AV)
JIO3UPOBAHHbIX €AHHHUL] J0JKeH ObITh He Oosee 15,0.

Remarks : The Product conforms to ND/
IMpumeuanue: [TporykT cooTBeTcTBYeT TpebosaHuam HJI

Conclusion : APPROVED /
3axnawuenne: OJTOBPEHO

Prepared by /
IMoaroroerneHo: Santosh Kumar

Maurya %

Checked by /
IMTposepeHo: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautesis
Pavan Kumar Sharma

Er——=

e

Reprint Date /
Hata: 19.12.2024

Reprint Date / -
Hara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Kyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax; +91 40 4900 2998, Email: maii@drreadys.com
CIN: L85195AP1984PLCOV04507

wwvdrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keToposak) TabeTKH, JHCOeprupyemMble B 0JI0CTH pra, 10 Mr

Market / Punok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2402634 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No / . 040002759214 Date of Analysis / . 19.12.2024

AHajuTndeckui oTyeT No JIaTa ananu3za

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

JaTa npoH3BoacTBA T'ogen no

Mfg. License No. / . .

IIpou3BoaCTBEHHAS : MNB/05/263 MA number: / : JHI-Ne(004669)-(PT-
Homep PY RU)

Junensus Ne

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

Page 70f 9/ Crp. 7 m3 9

No

Test / Iloka3zaTeib
No

Results / PesyabTaTsl

Specification / Hopma

12 Assay / KonuuecTBeHHOE
omnpeaeeHne

10.0 mg/ 10.0 Mr
(100.8 %)

From 90mg to 11.0 mg of
C15sH13NO3-C4H 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
1 1,0 MIr C15H13NO3°C4H1 1NO3
(ketoponaka TpomeraMuH) (ot 90,0 mo
110,0 % ot 3asBlieHHOTO KoJn4ecTsa) B
TabneTke.

13 Butylhydroxyanisole
content / Coaepxanue
Oy TIJITMAPOKCHAHH30J1A

0.0977 mg/tab /
0.0977 mr B TabneTke

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

14 | Package description /
Onucanne ymakoBKH

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. / Ilo 10 Tabnerok B
6nucrepe u3z  (ITA/AJVIID ¢
Bnaronoriotareaem/II19BIT)
donsru // (IS/AJ]) donsru. Mo
2 6nucTepa BMECTE C JHCTKOM-
BKJIa/IbIIIIEM B nayxy
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. / Ilo 10 TabneTox B
onucrtepe u3 (ITA/ATI/TID c
prnaronornotuteaem/IIOBI) donsru //
(I13/AJ1) ¢onbru. Ho 1 unu 2 6nuctepa
BMCCTE C JIICTKOM-BKJIaIbllUEM B Mauky
KapTOHHYIO.

Remarks ; The Product conforms to ND/

ITpumeuanue: IIpoaykrt cooTBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
Zakawuenue: OJJOGPEHO

Prepared by /
IMToarorosiaeHo: Santosh Kumar
Maurya K

pisn

Checked by /
[Ipoepeno: Pawan Kumar

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykppoaurens
Pavan Kumar Sharma _L -

/—’_"

—

Reprint Date /
Jara: 19.12.2024

Reprint Date/
JaTta: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: [85195AP1984PLCO04507

wwvyr.drreddys.com



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

Qe
DI". Reddy’s ".. Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS . TRETIEE e o103

CEPTADUKAT AHAJIN3A www.drreddys.cotn
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keToposak) Tabierku, Aucneprupyemspie B mojaocts pra, 10 mr |
Market / Prinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepns Ne V2402034 O0bem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002759214 Date of Analysis / - 19.12.2024
AHajuTHYEeCKHIf oTyeT Ne Jara anannsa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npoH3BoacTBa I'ogen oo
Mfg. License No. / ] .
IIpoussogcrBeHHan : MNB/05/263 MA number: / : SRIEAE (O 0:60%)- (il
| Homep PY RU)
| anmen3na Ne
| Analysis performed according ND: / Ananns nposesen mo HJI: JITI-Ne(004669)-(PI'-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.
* [1pH BIIYCKE JICKAPCTBEHHOr0 MpenapaTa KOHTPOJIb Ka4ecTBAa M0 NoKazaTenio «VIHKpoGuosorniecKan
YHCTOTA» POBOAMTCS /s Kaxkoii 20-0ii cepuu, M AJ1A OAHOH CEPHH B IO]1, B 3aBUCHMOCTH OT TOTO, YTO
HACTYIHUT paHblle.

API name / HaumenoBanune A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH007886

Homep cepun nponspogutenss A®C:

FP Manufacturer API Batch number /

Homep cepuH cyOcTaHLHH IPOH3BOAHTEIIS FERAO00521

IJi®:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpouzpoantens AP®C, ctpana: J-p Peanu'c Jlabopatopuc JIta., Muous

Name, address, authorization No for kP 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) /

HanmMeHoBaHue, ajipec, JTHUEH3HA IS H-p Pennw’c Jlaboparopwuc Jlta., Meaus, IlponssoncreenHoe
IMpouseoncTBenHas miomanka / Ilnomaaxa noapasaenenne-6, Bunn. Kxons, Hanarapx Poyn, bannu, JucTpukr
KOHTPOJIs KadecTBa / Ilnomaaka Bolnycka Conan, XII., 173205, Unaus (nuuenzus 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/ Conclusion : APPROVED /

ITpumeuanne: [Ipoaykr cootBercTByeT TpeGoBanusam HJT 3akarwuenne: OJOBPEHO

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

Hoarorosneno: Santosh Kumar IIpoeepeno: Pawan Kumar OnobpeHo: Meuemxep / PykoBoaureib

Maurya ( Pavan Kumar Sharma <. e
D) X Jy ==

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Jara: 19.12.2024 Jlata: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 45 4900 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
wwvy.drreddys.com



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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Qo
? @
Dr.Reddy’s Q_.-
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIMU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| HMpoayxr: Keropoa” Ixenpece (keroposnax) rabierki, AnCHeprupyemble B N0J0CTH pra, 10 mr ]
Market / Prinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepusn Ne V2402634 O6bem cepiiH " 3600000 Tab
Analytical Repourt No/ . 040002759214 Date of Analysis / . 19.12.2024
AHanuTuYecKHii oTyeT Ne Jara anaausa
Date of Manufacture / - 11/2024 ]?ate of Expiry / . 10/2026
Jara npoM3BoacTBA T'onen go
Mfg. License No. / ]
Ipou3BOACTBEHHASN : MNB/05/263 MA number: / : JIXE-Ne(004669)-(PT-
Homep PY RU)
aunensus Ne
Analysis performed according ND: / AHa/Iu3 npoBejicH 1o HI: JII-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».

3aKTIoYenHe 0 cOOTBeTCTBHH: «HACTOSIIMM s HOATBEPKIAI0, YTO NPHBEACHHAS BbIE HHPOPMAIIHA ABIACTCSA
JOCTOBEPHOH M TOYHOM. DTa cepus MPOAYKIMM MpOU3BelcHA (BKIIOYAs YIAKOBKY (MapKupOBKY) M KOHTPOJIb
KadecTBa) Ha BBIIEYKAa3aHHOM IIPOM3BOJICTBEHHON IUIOMAIKE (mnomankax) B IIOJHOM COOTBETCTBUH C
TpeGopansamMu [IpaBiil HaJIexalledl MPOU3BOJCTBEHHOH NPAKTHKH EBpasuiickoro S5KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 o1 02 cents6ps 2022) u TpeOOBaHUAMM KOHTPOJLA Ka4ECTBA JIEKAPCTBCHHBIX CPE/ICTR,
a Talke B COOTBETCTBHHU CO CIIENU(HKAIUIMY, COJIEPKAMIUMUCS B PETUCTPAIIMOHHOM [0CHE CTPAHBI-HMIIOPTEPA.
3alIKCH [0 IPOM3BOJICTBY, YIIAKOBKE M aHAIIM3Y IPOBEPEHBL, H YCTAHOBJICHO UX COOTBETCTBHE TpeboBaHuaM [IpaBui
HaJTe)XalIei TIPOU3BOICTBCHHOMN MPAKTHKA EBpasiiickoro 3KOHOMHIECKOTO COI03ay.

Remarks : The Product conforms to ND/
Tpumeyanue: [IpoayKT COOTBETCTBYET TPeOOBAHHAM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /

) .

[Moarorosneno: Santosh Kumgr TMposepeHo: Pawan Kumar
Maurya \.Z g )

Approved by: Manager/Executive /
Opo6peno: Menemkep / PykoBonureib
Pavan Kumar Sharma fe——

Reprint Date /
JMara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Reprint Date /
JMara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



