Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddij,
Distt. Solan, #.P., 173 205, IND1A
Tel: 491 981606 56001-02

CEPTUOUKAT AHAJIM3A

wwvyditeddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keTopoiak) Ta61eTKH, AHCHEPrEpyeMble B MOJOCTH pTa, 10 Mr

| Market / Prmok :Russia / Poccus
Batch No / : Batch Quantity / 3600000 tab /
Cepus Ne A O61em cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002735310 Date of Analysis / . 92.11.2024
AHaanrHyeckuii oryet Ne JlaTa anaanza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npon3BoAcTBa Togen no
Mifg. License No. / . s
IIpounsBojcTBeHHAs : MNB/05/263 Sl number: / y THE(O0TE0 AR

Homep PY RU)

JHneH3us Ne

Analysis performed according ND:

/ Ananus nposegen no HI: JINI-Ne(004669)-(PT-RU)-190224

Pagelof9/Crp.1m39

|

N ] ]

Noo Test / [TokasaTennb Results / PesynbTaThl 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. / Kpyribie
side. / Kpyrnble nimockue miockue Tabnetku ¢ ackoi, CBeTno-
TabneTku ¢ Packoii, cBETIO- KeNTOro IBeTa C I'PaBHPOBKOH «|» Ha
KENTOTro I[BETa C IPaBUPOBKOMH OI(HOM CTOPOHE.
«I» Ha OJIHOIi CTOpOHE.

2 Identification / UpenTudukanus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpbl NOIJIOLIEHHUS
HUCTILITYEMOTO pacTBOpa M pacTBopa
CTaHmapTHOro  obpasua  KeTopoJiaka
TpOMeTaMHHa JIOTDKHEI UMETh
MaKCHUMYMbI [PU OJHOU U TOM Xe JUINHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to

Ilpumeuanue: [Ipoaykr cooreercTBYeT TpeboBaruam HJJ

ND/

Conclusion : APPROVED /
3akIoueHHe: OI[OBPEHO /

Prepared by /
IToarorosieHo: Santosh Kuma,_r
Maurya

Checked by /
IIpoBepeno: Pawan Kumar

Onobpeno: Menemxep / PykoBom
Abhishek Chauhan

Approved by: Manager/Ex cui\jz}
ellb

e

Reprint Date /
Hara: 22.11.2024

Reprint Date /
Hara: 22.11.2024

Reprint Date /
Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060234, Telangana, [naia
Tel; +91 40 4500 2200, Fax: +&1 40 4360 2999, Email: mail@driaddys.com

CIN: LS5195AP1384PLCODAEDT

www.drreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Lavoratories Ltd
Formutation Unit-6

Vil Khol, Nalagarh Road, Bad g,

Distt. Soilan, 4.2, 173 205, IND!A

Tel:+91 881656 56C01-G2

CEPTUOUKAT AHAJIM3A

voorwdiveddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon® Ikcnpece (keroposak) Ta6JieTKH, AHCIEPrHpyeMble B I0JI0CTH pTa, 10 mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2402459 O6neM cepuH " 3600000 Tab

Analytical Repo:‘t No/ . 040002735310 Date of Analysis / . 9911.2024

AHajuTHYeCKHIA 0TUeT No JlaTa ananusa

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

Jara npoH3BoacTBa I'ogen xo

Mfg. License No. / . o

IponssoacTBennasn : MNB/05/263 VI mumb o/ ; OE(Q0E0CT)SET=
Homep PY RU)

JumeH3nss Ne

Analysis performed according ND:

/ Auasnus nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2of 9/ Crp.2 u3 9

No

Test / [Toka3aTennb
Ne

Results / Pe3yabTaTsl

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). / Bpewmst ynepxuBaHus
OCHOBHOr0 TMHKa Ha XpoMaToTrpaMme
HCIILITYEMOTro pacTBopa JIOJDKHO
COOTBETCTBOBATH BPEMEHH yIEpXKHBaHUA
OCHOBHOTO TMMHKa Ha XpOMAaTorpaMme
pacTBopa CTaHAAPTHOTO obpasua
KeToposiaka  TpoMmeTaMuHa  (pasgmeln
«KonuuecTBEHHOE OTIpeIeNIeHUEY).

Remarks : The Product conforms to ND/

ITpumeuyanue: [IpogykT cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
Zakmouyenune: OJOBPEHOY

/

Prepared by / Checked by / Approved by: Manager/Exeglitive /
IMoaroroeneno: Santosh Kumar [Ipoeepeno: Pawan Kumar Ono6peHo: Menemxep / Pyosore
Maurya : F) Abhishek Chauhan '
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Hara: 22.11.2024 Hara: 22.11.2024

Registerad Office: 8-2-337, Rosd 1
g
Tel: 21 40 49C0 2500, Can

vo. 3, Banjara Hills, H

vderabad - 506024, Teiangana, India
g

, Emiail ait@drraddys,com

CIN: L351254P1884PLCANAS0T

wvossdireddys . com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

Di. Reddy's Laiboratories iid,
Formulation Unit-6

Vil Khel, Nalagarh Road, Badidi,
Distt, Solan, H.P, 173 205, INDIA

i C

5 5600 1-02

= 3

M2l +91 88

CEPTUO®UKAT AHAJIU3A

AR .'rji CEDITDVS

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Jkcnpecc (keroposnak) TabieTkH, AHCNeprHpyeMble B II0JIOCTH pTa, 10 Mr

Market / Peinox

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusi Ne EVERE D O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002735310 Date of Analysis / . 99.11.2024

AHaTuTHYeCKHH oTueT No JlaTa ananu3sa

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

Jara npou3BoAcTBa I'ogen no

Mfg. License No. / . o

IIpousBoacTBEHHAS : MNB/05/263 M number/ y SNENe(009652)-(ET=
Homep PY RU)

JHneH3zus Ne

Analysis performed according ND: / Anann3 nposenen no HJL: JITII-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 m39

i.oo Test / [loka3zaTenb Results / PesyabTaTel Specification / Hopma
Butylhydroxyanisole / Complies / CoOTBEeTCTBYET The retention times of 2-
Bymunzudpoxcuanuson 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
yIaEepX UBaHUS IH1KOB
2-6yTHITHAPOKCHAHU30Ia i’}
3-6yTUITHIPOKCHAHU302 Ha

XpOMaTorpaMMe MCIIBITYeMOro pacTBOpa

JOJDKHBl  COOTBETCTBOBAThH  BpeMEHaM
yIEep)KUBAHUA ITHKOB
2-6yTHITHAPOKCHAHU30IA U
3-6yTHNTHAPOKCUAHU301a Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOIO
obpasia 6yTUNTHApPOKCHaHU307a (pa3nen
«ConepxaHue

Oy THITHAPOKCHAHU3O0TIAN).

ITpumeuanue: IIpoaykt co

Remarks : The Product conforms to ND/

OTBETCTRYET Tpebopanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO |

/

Prepared by / Checked by / Approved by: Manager/Executiye /
IMoaroroeneno: Santosh Kumar [Ipoeepeno: Pawan Kumar Ono6peno: Menemxkep / Pyko Jauren
Maurya @ ”'Jr? Abhishek Chauhan C “m s
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Jara: 22.11.2024 Hara: 22.11.2024

Registared Cfifice: 8-2-337, Road No. 2, Banjara Rills, Hyderabad - 5000234, Telangana, Ihdia

Tel: +91 40 4800 2200, Fax: =01

CIN: L85

SAP1384PLENNAE0TY

A0 4900 2999, Email: maill@drraddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil Khol, Nalagarh Road, Bacidi.
Distt. Solan, H.P., 173 205, INDIA
Tol : +921 98166 56001-02

CEPTU®HUKAT AHAJIU3A

wwwLdiredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropos® Dxenpece (keToposak) TabjeTKH, AHCIIeprUpyeMble B M0JI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusi Ne 5 V2402455 O6bem cepun " 3600000 tab

Analytical Repo“rt No/ - 040002735310 Date of Analysis / - 92.11.2024

AHAIUTHYECKHI oTueT No JlaTa ananu3za

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

Jara nmpousBoacTBa T'onen no

Mfg. License No. / . o

IIpousBoacTBEHAAS : MNB/05/263 BAA UMby : E(00A662)- (BT
Homep PY RU)

JIHIeH3us Ne

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

Page 4 of 9/ Crp. 4 u3 9

i.? Test / [lokazaTens Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpennast 69.9 mg/ 69.9 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)._/_
Macca . Ot 67,2 mr a0 72,8 Mr (70,0 mr £ 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOAHOCTHL Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He ©Oonee =+ 10 %,;
2/20 tabneTok — He 6onee = 20 %.
4 Disintegration time / 00 min 42 sec / 00 MuH 42 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocts
5 Dissolution / PacTBopeHue Unit-1/ Taba-1 100 % Not less than 75% (Q) of
R Ci15H13NO3C4H1 1 NO3 (ketorolac
Unit-2 / Tabn-2 0% tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 94% | 75% (Q  CisHisNOs*CsHiiNOs
. (xeToponaka TpOMETaMHH) Yepe3 15 MUH.
Unit-4 / Tabn-4 99 %
Unit-5 / Taba-5 99 %
Unit-6 / Tab1-6 96 %

Remarks : The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HIL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO/ 1

Prepared by /
IToarorosneno: Santosh Kumar
Maurya (/

X

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Exe
Onobpeno: Menemxep / PyKosoautghs
Abhishek Chauhan —

tive /

-~

-

Reprint Date /
Jara: 22.11.2024

Reprint Date /
Hara: 22.11.2024

Reprint Date /
Jara:

22.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjora Hills, Hyderabad - 500024, Talangana, India
Tel. 42120 4900 2500, Fax: +91 40 4300 2899, Email: mail@drraddys.com

Clid: L3E185AP1984PLCO0ARCTY
wiwwv.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulaticn Unit-&

Viil. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tal:+91 83165 55001-62

CEPTUOUKAT AHAJIU3A

weng diredivs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Jkcnpecc (keropoJiak) TabsieTKH, ANCHEprupyeMbie B OJOCTH pTa, 10 Mr

Market / PeiHox

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne e O0beM cepun " 3600000 Tab

Analytical Repourt No/ . 040002735310 Date of Analysis / © 92.11.2024

AHajnuTHYecKHiH oTueT Ne JlaTa anannsza

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

JlaTra npousBoacTBA T'ogen no

Mfg. License No. / . .

Ilpon3BoacTBeHHAs : MNB/05/263 NS M b g e e(O0R002)(EIS
Howmep PY RU)

JHneH3nst Ne

Analysis performed according ND: / Anaun3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.5m39

JucnepcHocTh

i.:) Test / [lokazaTteanb Results / PesyabTaTii Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pa3zyetcs

ONHOpPOJIHAas CYCNEH3MA, NPOXoAsuas
CKBO3b CHUTO C pPa3MEpOM OTBEPCTHH
710 MKM.

7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuanaior
KeTOpOJIaKa

Below LOD (LOD = 0.0010 %) /
Huxe npenena obuapyxenus (110
=0.0010 %)

1-keto analog of ketorolac /
1-keToaHATOT KeTOpoJIaKa

0.04%

unidentified impurity /

e IHHUTHAs
HeUIEeHTHHUNPOBaHHAS
npUMech

0.02%

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

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

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

total impurities /
cyMMa npumMecei

0.1%

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

8 Water content /
CoaepkaHue BOABI

2.5 %

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

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykT cootBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akaueHne: OHOBPEH,(D

Prepared by / Checked by / Approved by: Manager/Exetutive /
IMoarorosneno: Santosh Kumar ITporepeno: Pawan Kumar OnobpeHo: Menemkep / Pykosoangeb
Maurya Abhishek Chauhan ’\_ L
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Hara: 22.11.2024 Hara: 22.11.2024

Registared Offica: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Teli+51 20 4500 28C0, =

Clp:

304307




Dr.Reddy’s ',’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil Khol, Naiagarh Road, Baddj,

Distt. Solan, H.P.,, 173 205, IND)A
Tel 1 +91 98166 56001-02

CEPTU®HUKAT AHAJIM3A

wwiw, diteddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (keTopoJiak) TabieTky, JHCHEprHpyeMble B IOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne ey O6bem cepHnr " 3600000 Tab

Analytical Report No/ - 040002735310 Date of Analysis / . 99.11.2024

AHanuTHYeCKHH oTueT No JlaTa anaam3a

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

Jara nponzBoacTea T'open oo

Mfg. License No. / . .

IlpousBoacTBeHHAS : MNB/05/263 S inumbery y SR N (UDGOT(RTS
Homep PY RU)

JHIeH3us Ne

Analysis performed according ND: / Anann3 nposexen nmo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ C1p. 6 M3 9

No

No Test / Iloka3aTesn Results / PesynbTaTnr Specification / Hopma
9 Residual solvents / OctaTo4Hble OpraHM4YecKHe PacCTBOPUTENH
Isopropyl alcohol / 6 ng/tab / Not more than 350 pg/tab. /
H3zonponanosn 6 MKr B TabneTke He 6onee 350 MKr B TabyeTke.
10 | Microbiological purity*/ MukpoGuonornyeckas 4ucrora*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ob1iee 4ucno NA He 6onee 10° KOE/T;
a’pOo0HBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / ob1ee yucno NA He 6onee 10?2 KOE/T;
JPOJOKEBBIX U MITECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 6.7 Acceptance value (4V) not more than
OnHopoaHoCTh 15.0 Tloxazarens npuemneMocTH (AV)
JO3UPOBAHHBIX €AMHHUL JoJpkeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/

Ipumeyanue: [poaykr coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO A

Prepared by / Checked by / Approved by: Manager/Execufive /
IToaroroeneHo: Santosh Kumar IIpoeepeno: Pawan Kumar Onobpeno: Menemiep / Pykoponuresn
Maurya A TI’ Abhishek Chauhan —
Reprint Date / Reprint Date / | Reprint Date /

Jara: 22.11.2024 Jara: 22.11.2024 Jata: 22.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4SCC 2500, Fax: +51 40 4900 2599, Email: mail@drraddys.com
CIN: L85195AP1984PLCAN4AR07Y

wyndrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 281646 56C001-02

CEPTUDPUKAT AHAJIN3A

O R o 1 PP y
'u\."-u/w.dx|:_-Juy>.u)|n

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxcnpece (keTopoJak) TabJeTKH, ucneprupyemMsble B 0JIOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne 8 V2402455 O06nem cepHH " 3600000 tab

Analytical Repourt No/ - 040002735310 Date of Analysis / . 92.11.2024

AHaguTHYecKHil oTyer No Jara ananunza

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

JlaTa npoH3BOACTBA TI'ogen oo

Mifg. License No. / . .

IlponssoacTBeHHas : MNB/05/263 MEAUmbELE/ y SIIENE(UOS609)= (RIS
Homep PY RU)

JHueH3us Ne

Analysis performed according ND: / Anaau3 nposener no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 70f9/Crp. 7n39

onmpeaeseHHe

1}? Test / [loka3aTennb Results / Pe3ysabTaThl Specification / Hopma
12 Assay / KoninuecTBeHHOe 10.1 mg/ 10.1 mr From 90mg to 11.0 mg of
(100.6 %) C5sH3NO3*C4H1 1 NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 1o
1 1,0 Mr C15H13NO3'C4H1 1NO3
(xetoponaka TpomeTamuH) (ot 90,0 mo
110,0 % oT 3asBIEHHOro KOJIMYECTBa) B
TabieTke.

13 Butylhydroxyanisole
content / Coaepxanue
Oy THIrMAPOKCHAHH30/1a

0.0966 mg/tab /
0.0966 Mr B TabyneTke

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

14 Package description /
OnucaHue yNaKOBKH

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
omucrepe u3z (I[TA/AJI/TI3 ¢
Biaronornorurenem/I[1DBIT)

tdonsru // (II3/AJ]) donsru. Ilo
2 GnucTepa BMECTE C JHCTKOM-

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
6iictepe u3 (ITA/ATUTID o
Bnaronornorurenem/I1OBIT) doneru //
(IT3/AJT) donbru. Tlo 1 unu 2 Gauctepa
BMECTE C JIHCTKOM-BKJIAIBILIEM B MauKy
KapTOHHYIO.

BKJIABILIEM B HauKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: Ilpoaykt cooTBeTcTBYET TpebGoBanusaM HJI 3axsouenne: OJOBPEHQ A

Hara: 22.11.2024

Jlata: 22.11.2024

Prepared by / Checked by / Approved by: Mana gerfEx? utive /)

INoaroroeneno: Santosh Kumar [posepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoanmens

Maurya Z; i Abhishek Chauhan =
—

Reprint Date / Reprint Date / Reprint Date / -

Jara: 22.11.2024

Registered Sifice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 41600 2500, Fax: =51 40 43060 2999, Email: mail@drraddys.com

CIN: L5 195AP1884PLCOD4S07

www.drieddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories 1id
Formulation Unit-6

Viil Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel 1 +91 98165 56001-02
CEPTUOMKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Ikcnpecce (keTopoJiak) TabjaeTKH, JHCIEPrupyemMble B IOJOCTH pTa, 10 Mr
 Market / Ppinok :Russia / Poccus
Batch No / ] Batch Quantity / 3600000 tab /
Cepun Ne ¥ V2402455 O06beM cepuu " 3600000 Tab
Analytical Repo:’t No/ - 040002735310 Date of Analysis / - 22.11.2024
AHajuTHIecKHii oTyeT Ne Jdata anaanza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npouzBoacTBa T'onen g0
Mifg. License No. / . .
Ilpounssoacreennas : MNB/05/263 s numberRs/ s aa Ne(004669)SCEL=
Homep PY RU)
JHIeH3Hs No
Analysis performed according ND: / Anayins nposeaen nmo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page8of 9/Ctp. 8 m3 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 BbITYCKE JIEKAPCTBEHHOI0 MpenapaTa KOHTPOJIb KayecTBa Mo nokasaTenio « Muxkpobuoioruyeckas
YUCTOTA» MPOBOAUTCS AJISl Kaxa0ii 20-0ii cepuu, WK AJI5 0ROl CepMH B IO, B 3aBUCHMOCTH OT TOrO, YTO

HACTYIIMUT paHbLUE,

API name / Haumenosanue APC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun nponspoaurens APC:

ABRH007413

' FP Manufacturer API Batch number /
Homep cepun cyOcTaHIUH NPOH3BOIUTEIA
TJI®:

FERA00477

API Manufactured by & country /
[ponzeoauteas APC, crpana:

Dr. Reddy's Laboratories 1.td., India /
J-p Pennu'c Jlaboparopuc JIta., Unaus

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

HaumenosaHnue, aapec, JHIEH3HA 115
IIponzsoacreennas miaomanka / Ilnomaaka
KOHTPOoJIs KavecTsa / [Lnomaaka 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) /

H-p Peanu’c Jlaboparopuc JIta., Manus, [IpoussoacTeeHHOE
nogpasnenenue-6, Bun. Kxons, Hanarapx Poya, bagnu, Jluctpukr
Conan, X.II., 173205, Unnusa (miuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/

IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO ) /l
/

Prepared by / Checked by / Approved by: Manager/Execytive / 1
INoaroroeneno: Santosh Kumar IIpoeepeno: Pawan Kumar Ono6peHo: Menemxep / Pyk
Maurya ( E y o Abhishek Chauhan
=
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.11.2024 Hara: 22.11.2024 JlaTa: 22.11.2024

Registerad Cfrica: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangana, Inaia
Tel: +01 40 4800 2500, Fax: +51 40 4960 2899, Enmsil: roail@drieddys.com
CiN: L8E185AP1984PLCO04Z07

www drreddys.com




Dr. Reddy's Laboratories Lid,
Formulaticn Unit-6

&o
' e Viil Khol, Nalagarh Road, Baddi.
Dr. Reddy s q'. Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56601-02
CEPTU®UKAT AHAJIM3A www.direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Keroposn® Jxcnpece (keToposak) Tabierku, JucneprapyemMble B MOJI0OCTH pTa, 10 mr
 Market / Prinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepnsa Ne V2402455 O6Bem cepun " 3600000 Tab
Analytical Report No/ . 040002735310 Date of Analysis / - 92.11.2024
Ananurndyeckuii oryet No Jara anannsza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JaTta npoH3BOACTBa T'open 10
Mfg. License No. / ; .
IlpousBoAcTBeHHAS : MNB/05/263 R namberisy ; et (004G (RES
Homep PY RU)
JHIeH3us Ne
Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
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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
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».

3aKiII0YeHHEe 0 COOTBETCTBHU: «HacTOSIINM s TOATBEPXKAAIO, YTO IIPUBEJCHHAs BBIIe HHOOPMAIUs SIBISETCS
JIOCTOBEPHOM M TOYHOM. DTa cepHsl MPOAYKIMH IPOM3BeJieHa (BKIIIOYAs YNAKOBKY (MapKHpPOBKY) M KOHTPOJIb
KayecTBa) Ha BHINICYKa3aHHOH NPOM3BOJACTBEHHOM ILTOIMajke (IJIOMAnKax) B IIOJIHOM COOTBETCTBHH C
TpeboBanusamu [IpaBmn Hamnexaieil TpOU3BOJACTBEHHOH NMpakTHKKM EBpasuiickoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6pst 2022) u TpeOoBaHUAMU KOHTPOJII Ka4eCTBa JIEKAPCTBEHHBIX CPELCTB,
a TaKKe B COOTBETCTBHH CO CHEIMGUKAIMAMU, COJEPXKAIIUMICS B PETUCTPAIMOHHOM JIOChE CTPaHBI-UMIIOPTEpPA.
3arucH 1o MPOU3BOJICTBY, YIIAKOBKE H aHAJIM3Y IPOBEPEHBI, ¥ YCTAaHOBJICHO HX COOTBETCTBHE TpeboBanusaM 1 Ipasui
HaJUIeXae Mpou3BOICTBEHHOM MpakTuky EBpazniickoro 3K0OHOMHYECKOTO COK03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED / /
IIpumeuanue: Hpongykr coorBercTByeT TpeboBanusam HJI 3akmiouenne: OJIOBPEHO/ |
Prepared by / Checked by / Approved by: Manager/Execjtive /
ITonrorosneno: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / Pyigeoanten
Maurya 4}{ ) _\; Abhishek Chauhan (_/ -
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Hara: 22.11.2024 Hara: 22.11.2024

Registered ffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, india
Tel: +91 40 4800 2500, Fax: +91 40 4560 2299, Email: mail@drraddys.com
CIN: L35125AP1984PLCO04AS07
wywdrieddys.com




