Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS Tel :

Dr. Reddy's Laboratories |td,

Formulaticn-Unit-6

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

CEPTHOUHKAT AHAJIH3A www.drreddys.com

Product : Ketorol Express (ketorol;c) Orally Disintegrating Tablets 10 mg i
poaykr: Keropon® Dxenpece (keroposak) tabieTku, ARCHeprupyemMbic B I0J0CTH PTa, 10 mr i
Market / Poinok 1Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2402204 O6Bem cepHn " 3600000 Tab
Analytical Repo‘f't No/ . 040002728863 Date of Analysis / . 18.11.2024
AnamnraueckHif oryer Ne HaTa aHaan3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara npon3BoACTBA T'onen mo

Mfg. License No. /

ITpoussoacrBennas : MNB/05/263 bl : JUIERE(ERE) (LB

Homep PY RU)
JuueH3ns Ne
Analysis performed according ND: / Ananns nposegen no HIT: JII-Ne(004669)-(PT-RU)-190224

Page]l of 9/ Crp.1 m3 9

tablets with "|" debossed on one
side. / Kpyrisle nnockue
TabneTku ¢ dhackoi, ceeTIO-
MEJITOTO [IBETA C TPABUPOBKOH
«l» Ha ogHOM cTOpOHE.

io Test / [TokazaTens Results / PezynsTaTh! Specification / Hopma
2 g !
1 Description / Onncanne Light yellow round flat beveled Light yellow round flat beveled tablets

with "[" debossed on one side. / Kpyrnnie
miockMe TabneTku ¢ Qackod, cBemo-
’KEITOro LBETA C TPaBUPOBKOA «I» Ha
OIIHOM CTOpOHE.

2 Identification / I/IncHan)m_camm

Ketorolae / Komoponai

Complies / COOTDeTCTDYET

UV epectra of the test sclution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / YO-criekTphl TOTIOLUEHHUS

WCTBLITYEMOTO pacTBOpa M pacTeopa
crTaugaptHoro  ofpasma  KeTopoJjiaka
TpOMeTaMHHa IOJDKHBI KMETh

MaKCHMYMBI IPH OQHOM M TOR Xe UuHE
BOJIHBI (+ 2 HM).

Remarks :
[Tpumeuanwue: [IpogyKT cOOTB

The Product conforms to ND/

eTCTBYeT TpeboBannam HJI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by /

Ioxnrorosneno: Pravesh Rana

Checked by /
/] IIposepeno: Santosh Kum
~ | Maurya ’

n-;-___,,_.

Approved by: Manager/Executive /
Oaobpeno: Menemxep / Py hOBOleT(.ZIb -

Pavan Kumar Sharma

1_/"'!"

Reprint Date /
Jara: 18.11.2024

Reprint Date /
Hara: 18.11.2024

Reprint Date /
Jara: 18.11.2024

=

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

Tel. +51 43 4900 2900, Fax: +91 40 4900 2999, Email: maii@drrz

ddys.com

CIM: L85195AP1984PLCO04507

www.direddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02

CEPTUDHKAT AHAJIN3A

www,drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jkcnpece (keTOpPoJaK) TabIeTKH, JHCNIEPrApYyeMble B I0JOCTH pia, 10 mr o

Market / Poinox :Russia / Poccug

Batch No / X Batch Quantity / . 3600000 tab /

Cepns Ne g R O0bem cepuH " 3600000 tab

Analytical Repovrt No/ . 040002728863 Date of Analysis / . 18.11.2024

AHannTHyeckmii oTyeT Ne JlaTa anaan3a |

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

Jara npoussoacTBa T'onen mo

Mifg. License No. / Li

IIpou3BogcTBeHHAsA : MNB/05/263 WL : NS OEMR VGl
Homep PY RU)

Juuen3us Ne I

Analysis performed according ND: / Ananan3 nposejes no_-llll;: JIII-.N’E({}M669}-(PF-RU)-190224

Page20of9/Crp.2 139

No

N Test / [Toxazarenan

Results / PesyabTaTsl

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 yaepXuBaHus
OCHOBHOIC TMHK2 Ha XpOMarorpamme
UCTIBITYEMAr0 pacTRONA MOMKHO
COOTBETCTBOBATL BPEMEHH YIEPKUBAHUSA
OCHOBHOTO IHMKa Ha Xpomarorpamde
pactBopa CTaHJapTHOro obpazua
KeTopoNaka  TpoMeTamusHa  (paszern
«KONU4eCTBEHHOE OTIPELCIEHHE).

Remarks : The Product conforms to ND/
ITpumeuanue: [IPOAYKT cOOTBETCIBYET TpeboBanuam HIT

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Prepared by /
IMonrotosieno: Pravesh Rana -7,

L

Checked by /
[posepeno: Santosh Kum;
Maurya ?j

p.~£

‘) | Pavan Kumar Sharma

Approved by: Manager/Executive /
Onobpeno: Menemxep / P}'Kosomr@j@:_ Sy

fe "

Reprint Date /
Hara: 18.11.2024

Reprint Date /
Hara: 18.11.2024

=

Reprint Date /
Jata: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. ¥S1 40 4900 2500, Fax: +91 40 4300 2999, Email: maii@drrzddys.com
CiN: L85135AP19S4PLCO0450D7

wenrdrreddys.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulaticn Unit-6

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

CEPTH®HKAT AHAJIA3A

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

Product : Ketorol Express _(ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Jxcenpece (keToposak) Tabaerks, JHcHeprapyemsic B MOJOCTH pTa, 10 mr amnlly

Market / Prinok :Russia / Poccua B N 4

Batch No / ) Batch Quantity / 3600000 tab /

Cepun Ne Al O61bemM cepuu " 3600000 Tab

Analytical Report No/ . 040002728863 Date of Analysis / . 18.11.2024

AHanuTHdecKkHi oT4eT No HaTa aHaH3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

Jlara nposizBoacTBa Tonen oo

Mfg. License No. /

IIponzeoxcrBenHas : MNB/05/263 WAl I s JIEN2(004669)-(PT=
Homcep PY RU)

muueHzns Ne =

Analysis performed according ND: / Ananu3 nposeaen no HJL: JIH-NQ(UD4669)—(P?—RU}-190224

Page30of9/Cirp.3m3 9

o | Test / Iloka3aTenn

Ne | 5
Butylhydroxyanisole /
Bymunzudpoxcuanuzon

Results / PesyasTaThl Specification / Hopma
Complies / CooTBETCTBYET The retention times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole . peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
hutylhydravyanienle  peake  an the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
YIOEpKUBAHUA ITHKOB
2-6yTHATHAPOKCHAHU3ONA H
3-6yTHITHAPOKCHARM30MA Ha

XpOMATOTPaMMe WCIBITYEMOTO pacTBopa

IO/DKHBl  COOTBETCTROBATH  BpPEMEHaM
YIOEPKUBAHMA IIHKOB
2-6yTIITHIPOKCHAHN3011A H
3-6yTHArUIPOKCHAHN30MA Ha

XpOMATOrpaMMée pacTBopa CTaHIAPTHOIO
ofpazua GyTHNrHAPOKCHAaHK30A (pa3len
«CojaepxaHue
GYTHITHAPOKCHAHH3OMA).

Remarks : The Product conforms to ND/
I[Tpumedanue: IIponykr cootseTcrByeT Tpebosanuam HJ

Conclusion : APPROVED /
Sakaovenue: OJOBPEHO

Jara: 18.11.2024

Jara: 18.11.2024

Jarta: 18.11.2024

Prepared by / /| Checked by / Approved by: Manager/Executive/
Ioarorosnedo: Pravesh Rana - [Tposepeno: Santosh Kum Onobpeno: Menemiep / Pyxonomrregi{ o

2~ | Maurya A Pavan Kumar Sharma e
Reprint Date / Reprint Date / Reprint Date / R

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mait@drreddys.com

CIN: L851354P19S4PLC004507
wwvdireddys.com




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

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

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOVKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Drenpece (keToposiak) Tabjierku, AHCHCPIHPYeMbIc B HOJMOCTH PTa, 10 mr o iy
Market / Peinox : Russia / Poccust

Batch No / ] Batch Quantity / 3600000 tab /

Cepusi Ne e O61beM cepitii 3600000 Ta6

Analytical Report No / . 040002728863 Date of Analysis / . 18.11.2024

AHanuTHYecKHIl oTUeT Ne JaTa aHanH3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jlara npon3BOACTBA T'ozen 10 ==

Mfg. License No. / . (3

IIponzBogcTBeHHas : MNB/05/263 Msumber: / : LT 36 (004662)-CPI=
Homep PY RU)

JHen3na No

Analysis performed according ND: / Ananu3s nposexen no HJI: JITI-Ne(004669)- (PI“-RU)—190224
Pagedof9/Crp.4m39

ORROPOAHOCTH MACChl

N.N‘-? Test / TlokasaTens Results / PesyabTarsl Specification / Hopma
3 Average weight / Cpennss 70.3 mg/70.3 mMr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
mMacca . Or 67,2 mr no 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than = 20 %. /
18/20 Tabnetox — He 6Gonee * 10 %;

2/20 TabneTox — He 6onee + 20 %.

4 Disintegration time / 00 min 39 sec / 00 miH 39 cex Not more than 3 min. / He 6o1ee 3 Mun.

PacnaxaeMocThb b

5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of

. C15sH13NO3+C4H; | NO; (ketorolac

it B WS tromethamine) in 15 min. / He menee

Unit-3 / Ta6n-3 101% | 75% Q CisH13NO3*C4H 11 NO3

. (xeToponaka TpOMeTaMHH) depe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 99 %
Unit-6./ Ta61-6 99 %

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

[Npumeuyanue; [IponykT cooteTerByeT TpeboBannsM HJI Zakmouenue: OMOBPEHO

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

IoarorosneHo: Pravesh Rana ITposepero: Santosh Kuma Ono6peHo: Menemxkep / Py hononlmﬁﬁ
Maurya ?’ Pavan Kumar Sharma i

Reprint Date / Reprint Date /

Mara: 18.11.2024 Jara: 18.11.2024

\

Reprint Date /
Jara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangzna, India
Te|: +G1 40 4900 2300, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLCO04507
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, IND!A
Tel : +91 98166 56001-02

CEPTHPUKAT AHAJIM3A

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpomxykr: Keropoa® Jxenpece (keropoak) rabaerTky, Afcneprapyemble B MOJTOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne 2NN O6bem cepui " 3600000 Tab

Analytical Repo:‘t No/ . 040002728863 Date of Analysis / . 18.11.2024

Ananntnyeckuii oTyer No Jara ananmusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara nponzsojfcTBa Tonen g0 ]

Mfg. License No. / . o _PT.

IIpon3BogcTBeHRast : MNB/05/263 WAL T : DLEHEHRELE 2L
Homep PY RU)

aunen3na Ne o

Analysis performed according ND: / Ananuns npose/ieH no I-III JITI-Ne(004669)-(PT-RU)-190224

Page50f9/Cip.Smu3 9

JAMcnepcHoCTh

ioo Test / [okazaTenn Results / PesynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / Ob6pasyetcs

OIHOPOJHAs CYCNeH3UA, TPOXOAsIIast
CKBO3p CHTO € pa3MepoM OTBEPCTHIY
710 MKM.

7 Impurities / [Tpumech

1-hydroxy analog of
ketorolac: /
1-ruipokcuananor
KeTopoiaka

=0.0010 %)

1-keto analog of ketorolac /
1-xeToaHaIOr KETOpOJIaKa

0.07%

unidentified impurity /
eIUHAYHasA
HeuIeHTH(UIHpOBaHHAS
npuMech

0.01%

Below LOD (LOD = 0.0010 %) /
Hwke npenena o6Hapyxenus (11O

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

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

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

total impurities /
CYMMa NpHMeceH

0.1%

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

8 Water content /
CogepxaHue BOIbI

33%

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

9 Residunl solvents / Oernrotiuie oprain'iecKie pacTROPHTETH

Remarks :

The Product conforms to ND/
I[Tpumeuanne: [Ipoaykt cootseTcrByeT Tpebosarnam HI

Conclusion : APPROVED/
3axkmovenne: QJJOGPEHO

Prepared by / J
TToaroroeneno: Pravesh Rana .-

P

Checked by /
[Mpogepero: Santosh Ku
Maurya

s l

Approved by: Manager/Executive/

Ono6pero: Menekep / PyroBoautefib
Pavan Kumar Sharma —

Reprint Date /
Iara: 18.11.2024

Reprint Date /
Hara: 18.11.2024

Reprint Date /
Hara: 18.11.2024

Registered Office: 8-2-337, Road No. 2; Banjara Hills, Hyderabad - 560034, Telangana, ndia
Tel: +51 40 4400 2900, Fax? +%1 40 4300 2999, Ernail: maii@drreadys.com
CIM: L85195AP1984PLCA04507

ww,. drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-b

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, IND!A
Tel : 491 98166 56001-02

CEPTUDHAKAT AHATTHM3A

www.drreddys.com

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

Hpoaykr: Keropoa® Dkenpece (keToposak) Tabnerks, AHCepripyemble B HOJI0CTH Prd, 10 mr

Market / Peinok :Russia / Poccns

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepus Ne R O6nem cepun " 3600000 Tab

Analytical Report No / . 040002728863 Date of Analysis / . 18.11.2024

Ananurnueckni oTuer Ne Jata anaansa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jara nponspoacTsa [ojien 10 |

Mfg. License No. / . 0

IIpomseoacreenHasn : MNB/05/263 MA number: / : AR AYER
Homep PY RU)

anunenzusn Ne

Analysis performed according ND: / Auanus nposeaen no H/I: JITT-Ne(004669)~(PT-RU)-190224

Page 6 of 9/ Crp. 6 39

I;‘no Test / Ilokazarens Results / PesyabsTarst Specification / Hopma
Isopropyl alcohol / 7 ug/tab/ Not more than 350 pg/tab. /
Hsonponaxon 7 MKT B T20JI€TKE He 6osnee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6uonorudyeckas yncrora* -

Total Aerobic Microbial NA not more than 10° CFU/g; /

Count / ob11ee uncno ne Ganee 103 KOE/T;

a3pO0HBIX MUKPO-

OpTaHU3MOB

Total Combined Yeast and NA not more than 10° CFU/g; /

mold count / o6ILee YHCIIO e Gonee 10° KOE/r;

JPOXOKEBBIX H [UIGCHEBBIX

rpubos

Escherichia Coli NA shell be absent in 1 gram. /
orcyrcTBue B 1 T,

11 | Uniformity of dosage units / 4.8 Acceptance value (4¥) not more than
OAHOPOAHOCTE 15.0 TloxasaTens npuemiaeMocTH (4V)
J03UPOBAHHBIX €IHHHI nmomkeH 66Tk He Gonee 15,0.

Remarks : The Product conforms to ND/
Mprumeuanue: ITpoaykT cooTeercyByer Tpebopannsm HIT

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Jata: 18.11.2024

Jata: 18.11.2024

Prepared by / /| Checked by / Approved by: Manager/Executive /
ITonrorosneHo: Pravesh Rana j ITposepeno: Santosh Kuman- | Onobpeno: Meunemkep / Pykosoanrens,/

- | Maurya ?) ' Pavan Kumar Sharma === B
Reprint Date / Reprint Date / Reprint Date / I

Ilata: 18.11.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +S1 40 4900 2900, Fax: +51 40 4300 2999, Ernail: maii@drreddys.com
CIM: L85135AP1984PLCO04507

wiwvedrreddys,com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOHKAT AHAJTH3A

www, drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Jkcnpece (keroponak) Tabiaerkn, AHCHeprupyeMble B IIOJIOCTH PTa, 10 mMr i

Market / Ppiaox :Russia / Poccns ]

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepus Ne sl O6beM cepriu 3600000 tab

e . 040002728863 Date of Amalysis/ 147 7024

AnajsrTnyeckuii oruer No Hara ananuza

Date of Manufacture / - 10/2024 Date of Expiry/ . 09/2026

Jara npoussoacTea Tonen o

Mfg. License No. / :

IIpon3BoacTBeHHAS : MNB/05/263 Wl o8 . Al (A
Homep PY RU)

JHUIeH3nst Ne

Analysis performed according ND: / Ananus nposenen no HJIL: JII-Ne(004669)-(PT" -RU)-190224

Page 7of9/Cip. 7u3 9

No

Ne Test / [TokazaTenn

Results / PezyabTaTsl

Specification / Hopma

12 Assay / KonnyecTBennoe
onpeaescHHE

10.0 mg/ 10.0 Mr
(99.7 %)

From 90mg to 11.0 mg of
CisH13NO3°*C4H; NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 0
11,0 Mr C15H13NO3-C4H 1 NO3
(xeToponaka tpomeramuH) (ot 90,0 nmo
110,0 % 01 $aiBIEHHOI0 KONMYECTBE) B
TabJeTKe.

13 Butylhydroxyanisole
content / CogepxaHue
OyTMIrHAPOKCHAHH30/13

0.0959 myg/tab /
0.0959 Mr B TabieTke

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

14 | Package description /
OnHcaHue 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. / Tlo 10 rabnetox B
6macrepe w3z (ITA/AJVIID ¢
pnaronornoruresiem/[13BIT)

donwru // (ITD/AJT) doneru. o
2 6ancTepa DMOCTe C JIHCTKOM-
BKJIAJIBIILEM 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
6nuctepe u3 (TTA/ATITIOD ®
snaromnoriotutenem/IIOBIT)  doaeru //
(I13/AJ1) ¢oneru. To 1 wnna 2 6aunctepa
BMeECTe C JMCTKOM-BKIIAZBIIIEM B NaykKy
KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 2U batches or anc hateh per year whichever {8 mors.

Remarks : The Product conforms to ND/

[Tpumeuanne: [TpoayxT cootBeTcTByeT Tpebosanusam HI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoaroroeneHo: Pravesh R‘ana,xf, )

7

) Checked by /

e Maurya

Approved by: Manager/Executive /

IIporepeHo: Santosh'Kuma .| Opobpeno: Menemxep / PykoBoaurens (. _———
_9;}__ | Pavan Kumar Sharma e

)

—

Reprint Date /
Hara: 18.11.2024

Reprint Date /
Hara: 18.11.2024

Reprint Date /
Jara: 18.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel; +G1 40 4900 2900, Fax: +91 40 4900 2999, Email: mai:@drreddys.com

CIN: L35135AP1984PLCO0O4507
wywendireddys.com

i




Dr.Reddy’s ‘g’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories tLtd.

Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CEPTH®HKAT AHAJIF3A

www.drreddys.com

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

HponykTt: Keropon® Jxcnpece (KeToposak) Ta0/leTKH, ARCHEPIrHpYeMble B OJI0CTH PTa, 10 mr .

Market / Poisok :Russia / Poccus B _

Batch No / i Batch Quantity / _ 3600000 tab /

Cepus No VR O6neM cepuu " 3600000 Tab

Analytical Repovrt No/ . 040002728863 Date of Analysis / . 18.11.2024

Ananuruyecknit oruer Ne JaTta ananu3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

Jara npou3BoicTea T'open no

Mfg. License No. /

IIpouseoacreennas : MNB/05/263 WAL o : JIL-Ne(004669)-(PT-
Homep PY RU)

NHIeH3ns Ne

Analysis performed according ND: / Anaaus nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224
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i lel BBLINMYCKC JIEKAPCTBEHHOI0 MIpenapaTa KOHTPOab KayecTBa MO N0Ka3aTe 10 ((MlleOﬁHOJ'lOFM‘ieCKaﬂ
YHCTOTA» MPOBOAHTCH A5 Kaxaoit 20-oii cepnl, HiaH ajad OfHOM CCpHH B rojl, B 3aBHCHMOCTH 0T TOro, 4To0

HACTYNIUT paHbile.

API name / Haumenosanne ADC:

Ketorolac tromethamine / KeToposiaka TpOMETaMHH

INN / MHH:

Ketorolac / Keroponak

APT manufacturer batch number /
Homep cepun npounssonurensn ADC:

ADRIIO07112

FP Manufacturer API Batch number /
Homep cepuH cyOCTAHIHH POH3BOANTENA
LJId:

FERA00458

API Manufactured by & country /
ITponzsoantens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J1-p Pepmu'c Jlabopatopuc JIta., Munus

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

HanmMenoBaHHe, agpec, THIEH3HA A1
IIponssoacTBeHHan miomanka / Ilnomanka
KOHTpoJIst kayecTra / Ilnomagka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
. MNB/05/263) /
J-p Pennu’c Jlabopatopuc JIta., Maaus, [IpoHsBoacTBEHHOE
noppasaenenue-6, Bunn. Kxons, Hanarapx Poyx, banan, JucTpUKT
Conan, X.I1., 173205, Munus (anuensua somep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
fall complance with the GMP requirements of the Burasiau Econoutic Unon (No. GMIYLEALU/RU/Q0554-2022 dt.

Conclusion : APPROVED /
Zakawuerane: OJJOBPEHO

Remarks : The Product conforms to ND/
ITprmeuanue: JIpOIYKT COOTBETCTBYET Tpe6GOBaHUIM HIT

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

Ioarororneno: Pravesh Rana / IIposepeno: Santosh K Rmr Ono6peno: Menemkep / Pykosoaureny’ B
) | Maurya (A Pavan Kumar Sharma el |

Reprint Date / Reprint Date / Reprint Date / ="

Jara: 18.11.2024 Jara: 18.11.2024 Tlata: 18.11.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +u1 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLCDIS507
wwvdrreddyc.com




Dr.Reddy’s ‘;..

CERTIFICATE OF ANALYSIS il
CEPTHOUKAT AHAJIM3A '

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Iponykr: Keropoa® Sxenpece (keTopoaak) Tabnerky, AHCHEpPrHpyenble B NOJOCTH T4, 10 mr

Market / Prinox :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne o e O6beM cepun * 3600000 Tab

Analytical Repo:’t No/ - 040002728863 Date of Analysis / . 18.11.2024

AHanuTHyecKHi oTyer No . JlaTa anaJu3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jarta npon3BoacTBa T'onen o

Mfg. License No. / i b B

IIpousBoacTBeHRAsN : MNB/05/263 L I Y ; UTESEGRERY=TH B

Homep PY RU)
JHLeH3Ha Ne
Analysis performed according ND: / Asanau3 mposenen no HJL: JII-Ne(004669)-(PT-RU)-190224
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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».

3akuriouenye o cooTBeTcTBHM: «HacToANM s HONTBEPX/AK0, YTO IPUBENSHHAs BHIIIE HHYOPMAL(MSA SIBIIIETCA
JIOCTOBEPHOH M TOYHOM. 3Ta cepHs HPOIYKIWH NpOU3BeneHa (BKIIOYas yMakoBKy (MapKMpOBKY) M KOHTpOJb
K4YEUIBd) H4  BbIUEYKA3EHHUE UPUMSBUACIBEHHOR 10maake  (1UI0IMAIKAX) B TOJHOM COOTBETCTBUM C
TpefoBaHMAMH [IpaBUI HAIEXallel TPOM3BOACTBEHHON MpakTHKU EBPasMHECKOro SKOHOMHHYECKOIO corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6psa 2022) u TpeOOBaHMAMHI KOHTPOJIS KaYeCTBA JIEKapCTBEHHBIX CPE/ICTB,
a TaK)Xe B COOTBETCTBHHM CO CIIENHUKAIMAMHE, COACPXKAIMMHUCS B PErHCTPAllMOHHOM JOChE CTPAHBI-HMIIOPTEpPA.
3aImicH 10 IPOU3BOJICTRY, YIAKOBKE ¥ aHANM3Y IPOBEPEHEL, H yCTAHOBIEHO HX COOTBETCTBHE TpeboBanusM I1pasuin
HaIeXanei TpOU3BOACTBEHHON IPAKTHKH EBpasuiickoro SKOHOMHYECKOI'C COI03a.

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

Ilpumeuanue: [Iponykr cooteercTByeT Tpebopanusam HIT 3axarouenne: OJOBPEHO

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

TToarorosneno: Pravesh Rana [Mposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoaut “:{.'E/"*
2 Maurya m Pavan Kumar Sharma foe=——"

Reprint Date / Reprint Date / : Reprint Date /

Hara: 18.11.2024 Hara: 18.11.2024 Jlara: 18.11.2024
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