Dr.Reddy’s ‘,’:'.

Dr. Reddy's Laboratories ttd
Formulaticn Unit-&

Viil. Khol, Nalagarh Road, Baddj,

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

CERTIFICATE OF ANALYSIS Tel 1 +91 98165 56001-02
CEPTAOUKAT AHAJIN3A www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IMpoayxr: Keroposn® Dkenpece (keropoiak) TabieTKH, AHCIEprupyemMble B OJI0CTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V2402435 O61em cepnn " 3600000 Tab

Analytical Repo:‘t No/ . 040002733142 Date of Analysis / - 22.11.2024

AHagurH4ecKkHii oTuyer Ne Jara ananusza

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

JaTa npou3BOJACTBA TI'onen oo

Mifg. License No. / . .

IIpoussoacTBeHHas : MNB/05/263 S ol . JII-Ne(004669)~(PT-
Homep PY RU)

Junenzns Ne

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

Pagelof 9/Crp. 1 m39

Maurya

IToarorosneno: Santosh Kumar

X

—

IIpoeepero: Pawan Kumar

iﬂo Test / Iloka3aTenb 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. / Kpyriasie
side. / Kpyrnble nnockue wiockne TabneTkd ¢ ¢ackoii, cBeTno-
Tabnetku ¢ ackoit, cBeTIO- JKEJITOro UBETa C IpaBUpOBKO «l» Ha
JKEJITOrO LBETA C MPAaBUPOBKOIA OIHOM CTOpPOHE.
«l» Ha OIHOH CTOpPOHE.
2 Identification / UaenTunduxanus
Ketorolac / Kemoponax Complies / CooTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / V®-cnekTpel NOTTONIEHUA
HCIBITYEMOrO pacTBOpa H  pacTBOpa
CTaugapTHOro  obpasna  KkeTopoJaka
TpOMETaMHHa IOJIKHBI HUMETh
MaKCHMYyMBI TIPH OJHON W TOM Xe JJIHHE
BOJIHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykr cootBeTcTBYeT TpebGopanusam HJI 3akaoueHune: OI[OBPEH@ /
Prepared by / Checked by /

Approved by: Manager/Exe HIIVE

OnobpeHo: Menemxep / Pv OBOINTIh-
Abhishek Chauhan 7

Reprint Date /
Jara: 22.11.2024

Reprint Date /
Jlara: 22.11.2024

Reprint Date /
Hara: 22.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hils, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 43G0 2999, Email: mail@drraddys.com

CIN: L.85195AP1984PLCO04507

wiww.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories Lid
Formulation Unit-0

Viil. Khel, Natagarh Read, Baddj,
Disti. 3olan, 2P, 173 205 B

Tel:+91 28166 55001L-02

CEPTUDPUKAT AHAJIN3A Wi n

reddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropos® Ikenpece (keTopoiak) Tab/IeTKH, {HCHePrupyeMble B MOJIOCTH pTa, 10 Mr

Market / Poinok

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne it O06bem cepuu " 3600000 Tab
Analytical Repog‘t No/ - 040002733142 Date of Analysis / . 92.11.2024
AHaguTnYeckuii oTyeT Ne Jata ananu3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
Jara npoussoacTsa I'open no
Mfg. License No. / i o
I pousBoJAcTBEHHAS : MNB/05/263 D aumber: ¢ S REUOeD)=LS
Homep PY RU)
JHUeH3HsT No

Analysis performed according ND:

/ Anamusz nposeaen no HJL: JIII-Ne(004669)-(PI'-RU)-190224

Page2 of 9/ Crp.2 u3 9

No

o Test / Iloka3zaTeab

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 ynepxuBaHus
OCHOBHOTO TMKa Ha XpomaTorpaMme
HCIIBITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH YIEPXKUBAHUS
OCHOBHOTO IMKa Ha XpomaTorpamme
pacTBopa CTaHAAPTHOTO obpazua
KeToponaka  TpoMeTramuHa  (pasgmen
«Konu4yecTBeHHOE ONpeAENeHUE).

Remarks : The Product conforms to ND/

IMpumeuanue: [Ipoaykr cootsercTBYeT Tpebobanusm HJI

Conclusion : APPROVED /|
3akmwouenne: OJJOBPEH

Prepared by /
IMoarorosneno: Santosh Kymar
Maurya 2\

—

Checked by /
IIposepeno: Pawan Kumar

Approved by: Manager/Exegutive /
Onobpeno: Menemxep / Pykoso
Abhishek Chauhan

Reprint Date /
Jara: 22.11.2024

Reprint Date /
Hara: 22.11.2024

Reprint Date /
Hara: 22.11.2024




Dr.Reddy’s Q':‘

Dr. Reddy's Lacoratories Lid
Formulation Unit-6

(hot, Nalagarh Road, Bacigj,

Distt, Solan, HUP, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tol: +91 981606 56001-02
CEPTUO®UKAT AHAJIM3A wiw diredoys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TMpoaykt: Keropon® Ixcnpecc (keTopoaak) TabaeTKH, JHCIeprupyemMble B MOJIOCTH pTa, 10 Mr

Market / Prinox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne i O6nem cepan " 3600000 Tab

Analytical Repovrt No/ . 040002733142 Date of Analysis / . 99.11.2024

Anagurndeckum oryer Ne JlaTa aHAJIH3A

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

Jara npouzBoACTBa T'onen xo

Mfg. License No. / ) .

IIponssoacTBeHHas : MNB/05/263 SESIuImMBER]  JII-Ne(004669)-(PT-
Homep PY RU)

auneH3us No

Analysis performed according ND: / Anaans nposeaer mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page30of9/Crp.3 u39

1}? Test / Iloxa3zaTennb Results / PesyabTaTbl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET 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
yIOepKUBAHHA TTHKOB
2-0yTUNTUAPOKCHAHN301a %}
3-0yTHArMAPOKCHAHU301a Ha

XpOMAaTorpaMMe HCIBITYEMOFO pacTBopa

IOJDKHBl  COOTBETCTBOBATb  BpEMEHaM
yIOep)KUBaHUA ITHUKOB
2-6yTHITHAPOKCHAHU301A U
3-0yTUNTHOPOKCHAHM30JIA Ha

XpoMaTorpaMMe pacTBopa CTaHAApTHOTO
o6pasua Oy THIrHapoKCHaHN30a (pa3aci
«ConepxaHue
OYTUNTrHAPOKCHAHU3OTIA»).

Remarks : The Product conforms to ND/
IMpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBauusm HJL

Conclusion : APPROVED /
3akawuenune: OJJOBPEH \

Prepared by /

Maurya

i
Lo

IMToarorosneHo: Santosh Kumir

Checked by /
ITporepeHo: Pg}wau Kumar

s

Approved by: Manager/Exegutive / L
Onobpeno: Menemxep / Pykosozuren '

Abhishek Chauhan

Reprint Date /

Jara: 22.11.2024

Reprint Date / I
Hara: 22.11.2024

Reprint Date /
Jlata: 22.11.2024

Registerad Sifice: ¢

Tel: +21 40 4680 2840, ¥

2-2-237, Road tlo. 3, Banjara Hills, Huc
, E )
r 140 4200 28
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=

20
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

www.direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Jxcnpecc (keTopoax) Tab1eTKH, AHCIEPrUpyeMble B OJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / - 3600000 tab /
Cepus Ne e O61bemM cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002733142 Date of Analysis / - 92 11.2024
AHaaATH4ecKHil oTaeT No HJara anannsza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JaTa mpoM3BOACTBA Tomen go
Mfg. License No. /

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

JHueH3ns Ne

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

Page4of9/Crp.4m39

1}? Test / IlokasaTesan Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeansis 69.5mg/ 69.5 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca ) Ot 67,2 mr go 72,8 mr (70,0 mr + 4,0 %).
Complies / COOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OnHOpogHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabmetox — He ©Gonee + 10 %;
2/20 tabnetok — He 6onee = 20 %.
4 Disintegration time / 00 min 45 sec / 00 muH 45 cex Not more than 3 min. / He Gonee 3 MuH.
Pacnagaemoctnb
5 Dissolution / PacTBopenne Unit-1/ Tabn-1 98 % Not less than 75% (Q) of
. CisH13NO3+C4H | INO; (ketorolac
(OBiE2:/ iaon=2 99 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 101 % 75 % Q CisH13NO3+C4H11NO3
. (xeToponaka TpoOMETaMuUH) uepe3 15 MUH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 100 %
Unit-6 / Ta6n-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanwue: ITpoaykr cootsercTBYeT Tpebopanusam HJI 3akmouenne: OJOGPEHO /f .,

Prepared by / Checked by / Approved by: Manager/Executiyg /
IMoarorosneHo: Santosh Kumar [Iposepeno: Pawan Kumar Ono6peHo: Menemkep / Pykost nuTes P
Maurya Abhishek Chauhan 7 "
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Hara: 22.11.2024 Jara: 22.11.2024

Registered Cffica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2500, Fax: +91 40 4300 2599, Email: mail@drraddys.com
CiN: L851954P1984PLCODSECT
wew drreddys.com




Dr.Reddy’s ‘_‘:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's L.aboratories Lid,
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98165 56001-02

CEPTU®UKAT AHAJIU3A

www.Gireddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxenpece (keToposiak) Ta6aeTKH, AHCHEprupyemMble B MOJOCTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / . 3600000 tab /

Cepus Ne b V2402452 O6bem cepuu " 3600000 Tab

Analytical Repovrt No/ - 040002733142 Date of Analysis / . 92112024

AHanuTHYecKHif oTuer Ne JlaTa aHanm3a

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

JlaTa npoH3BOACTBA I'ogen 1o

Mfg. License No. / . o

IIpousBoacTBeHHAS : MNB/05/263 MR mumBers : JITI-N2(004669)-(PT -
Homep PY RU)

aunen3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(004669)-(P1'-RU)-190224

Page 50f9/Crp.Su3 9

1;00 Test / IlokazaTens Results / PesynbTats! Specification / Hopma
6 | Particle size distribution / Complies / CoOTBeTCTBYET A uniform suspension passing through a
JucnepcHoCcTb 710 pm sieve is formed. / Obpa3syercs
OHOpOIHAs CYCIEH3Ms, NpOXOAsilas
CKBO3b CHTO C pa3MepoM OTBEpPCTHH
710 MKM.
7 Impurities / [Ipumecu
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: / Huxe npenena obHapyxenus (IO
1-ruapokcuaHanor =0.0010 %)
KeTopoJaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / ne 6onee 0,8 %;
1-xeToaHanOr KeTopojaka
unidentified impurity / not more than 0.5 %; / ve 6omnee 0,5 %;
eIUHHUYHAA .
HEeUJAEeHTHUIIPOBAHHAS 0.02%
NpUMech
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa npuMmecei
8 Water content / 2.8 % Not more than 7.0 %. /
Copgepxanne BOABI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr coorBeTcTByeT Tpebosanuam H|

Conclusion : APPROVED /
3akmouenne: OJOBPEHOy /

Maurya

Prepared by /
IMonroroeieno: Santosh Kumar

Checked by /

IIpoeepeno: Pawan Kumar
)

£

[

Approved by: Manager/Execlitive /
Ono6peno: Menemkep / PygoBoanT
Abhishek Chauhan

Reprint Date /
Jara: 22.11.2024

Reprint Date /
Jara: 22.11.2024

Reprint Date /
Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, india
Tel: +91 404500 2500, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: L85185AP18384PLCON4507

wvaw.drieddys.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, IND{A
Tei: +91 98166 56001-62

CEPTUOUKAT AHAJIM3A

wwiw.diteddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxcnpece (keropoiak) Ta6uieTKH, JuCHEprHpyeMble B 10J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne S Wt O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002733142 Date of Analysis / . 92.11.2024

AHanuTHYeCKHI oTyeT Ne JlaTa ananusa

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

Jara mpon3BoacTBa T'onen oo

Mifg. License No. / ) o

IpousBoacTEeHHAN - MNB/05/263 MU b e EOURODSELS
Homep PY RU)

JuneH3us No

Analysis performed according ND: / Auaan3s npoeener no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 60of9/Crp. 6 u3 9

T‘.oo Test / IlokasaTean Results / Pe3yabTaTnl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHH4ecKHe pacTBOPUTE/IN
Isopropyl alcohol / 27 pg/tab / Not more than 350 pg/tab. /
Hzonponanosn 27 MKr B TabneTke He Gonee 350 Mkr B TabneTke.
10 Microbiological purity*/ Mukpo6nosornyeckas umcrora*®
Total Aerobic Microbial not more than 103 CFU/g; /
Count / obuee 4ucioO NA He Gonee 10° KOE/r;
a3p0OHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / ob1iee Yucno NA He 6onee 102 KOE/T;
JPOMCOKEBBIX U TUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
orcytcTBue B 1 T.
11 Uniformity of dosage units / 5.6 Acceptance value (4¥) not more than
OagHOpOAHOCTD 15.0 IMokasarens upyuemuenmocin (A1)
J03HPOBAHHBIX eAMHHIL JoJDKeH ObITh He 6onee 15,0.

Remarks : The Product conforms to ND/

ITpumedanue: IIpoaykt cooTseTcTRYeT TpeboBanusam HJJ

Conclusion : APPROVED / A
3axawuenune: OJJOGPEHO

Prepared by /
INoarorosneno: Santosh Ku/ ar
Maurya &\

L

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: 1\/1anagen'ExecyI ive / j P
Ono6peno: Menemxep / Pykogonurens| .~

Abhishek Chauhan t

Reprint Date /
Jara: 22.11.2024

Reprint Date / |
Jara: 22.11.2024

Reprint Date /
Jara: 22.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +92 40 4500 2500, Fax: +51 40 4300 2999, Email: mail@driraddys.com
CIN: L85195AP1984PLCAR4ECY

wany.drreddys.com




Dr.Reddy’s Q,’:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddij,

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

Tel 1 +91 93166 56001-G2

CEPTUODITKAT AHAJIN3A

v ditaddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keToposak) Tafiaerk, JucneprapyemMble B HoJIOCTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / . 3600000 tab /

Cepust Ne b YEIREER Oo0BneM cepun " 3600000 Tab

Analytical Repovrt No/ - 040002733142 Date of Analysis / . 92.11.2024

AHamHTHYeCKHH oTyeT No JlaTa aHau3a

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

Jara npousBoacTaa Togen g0

Mfg. License No. / . .

Ilpon3BoacTBEHHAS : MNB/05/263 SIS Duniber:s/  m = QUASE)=(R=
Homep PY RU)

JuueH3ust Ne

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

Page 70f9/Crp. 7u3 9

No

No Test / ITokazaTennb Results / PesyabTaThl Specification / Hopma
12 Assay / KoninuecTBeHHOe 10.0 mg / 10.0 mMr From 90mg to 11.0mg of
onpeneseHue (100.2 %) CisH;sNO3*C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
1 1,0 Mr C15H13NO3°C4H11NO3
(ketoponaka TpoMmeramuH) (oT 90,0 no
110,0 % oT 3asBJIcHHOTO KOJIMYECTBAa) B
TabneTke.
13 | Butylhydroxyanisole 0.0951 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanue 0.0951 mr B TabneTke He menee 0,042 mr B TabieTke.
Oy TWIrNAPOKCHAHU3013
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNaKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6nucrepe u3z (IIA/AJUVTID ¢
siaronornotutenem/I15BIT)
¢oneru // (I12/AJ1) donsru. Ilo
2 6rHcTepa BMeCTe C JINCTKOM-
BKIIA/IBIIIIEM B nayKy
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 TabneTok B
6nucrepe u3 (TTA/ATITID ¢
pnaronornotutenem/IIOBIT) doneru //
(I13/AJ1) ¢ponbru. o 1 unu 2 6nuctepa
BMECTE C JIHICTKOM-BKJIJbIIIEM B IAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

[Mpumeuanue: [Ipogykr cooTBeTcTBYET Tpeboanusm HJ|

Conclusion : APPROVED /
3akmwuenne: ONOBPEHO |

J

Prepared by / Checked by / Approved by: Manager/Executiyge /
IMoarorosneno: Santosh Kumar IIpoeepeno: Pawan Kumar Ono6peno: Menemxkep / PykopgnuTess- P 5
Maurya Abhishek Chauhan ( 3
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.11.2024 Hara: 22.11.2024 Jara: 22.11.2024
Regisierad Ofiice: 8-2-327, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +94 40 2900 2200, Fax: +0L 30 1904 2699, Email: maildddirzddys.cam

CIN: L8518

wawdrreddys.com

P1984PLIN04E07




Dr. Reddy's Laboratories Lid.

it-6

Viil. Khol, Nalagarh Road, Baddi,

173 205, INDIA

.. Formulati
’ °® Formulation Un
Dr.Reddy’s ‘.
y » Distt. Solan, H.P,
CERTIFICATE OF ANALYSIS Tel - +91 98166 56C01-02
CEPTUOUKAT AHAJIM3A www.dirTeddys.c

om

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

Ipoayxr: Keroposa® Ikenpece (keTopoak) TabjaeTku, JUcIeprupyemMble B 0JOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / - 3600000 tab /
Cepus Ne A O6beM cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002733142 Date of Analysis / - 92.11.2024
AnanurH4yeckHil oTyer Ne JaTa aHaJIH3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara mpousBojacTBa I'ogen no
Mifg. License No. /

) MA number: / _ JIII-Ne(004669)-(PT -
IIpousBoacTBeHHAS : MNB/05/263 Howmep PY " RU)

JHNeH3ua Ne

Analysis performed according ND: / Anasn3 nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224

every 20 batches or one batch per year whichever is more.

Page 8 of 9/ Ctp. 8 3 9
* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in

* Hpﬂ BbIMMYCKe JIEKAPCTBECHHOIO npenapaTa KOHTPOJIbL KayeCcTBa Mo MoKa3aTe/o «Mmcpoﬁuo.nomqecmm
YHUCTOTAa» NPOBOAUTCH AJIA Kaxmoii 20-oii CepHuH, HJIN AJIA OHOI CepuM B Iol, B 3aBUCUMOCTH OT TOI'0, YTO

HACTYIIUT paHbLIE.

API name / HaumenoBanune A®C: Ketorolac tromethamine / Ketoposaka TpoMeTaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRH007413
Homep cepuu npoussogutena ADPC:
FP Manufacturer API Batch number /
FERA00477

Homep cepnu cyOcTAaHIHH NPOH3BOTHTEIA
TJd:

API Manufactured by & country /
Hpouzeoantens ADPC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Peanu'c Jlaboparopuc JItn., Unaus

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) /

ITaumenosanne, aqpec, THIEHINA AJIA J-p Peanw’e JlaGoparopuce Jlta., Mumgus, [lpompoaerneiioc
ITpouseoacTBennas miomanka / Ilnomanka noapazaenenue-6, Buut. Kxons, Hanarapx Poyn, bagau, IucTpukT
KOHTpoJIs KavecTBa / Ilnomaaka Beimycka Conan, X.I1., 173205, Uuans (muuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/
Ipumeuanue: [TponykTt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Mana ger/Exccutivjl / :
[Moxroroeneno: Santosh Kumar IIpoBepeno: Pawan Kumar Ognobpeno: Menemxkep / Pykopgaurens [
Maurya @g )3_, Abhishek Chauhan '
Reprint Date / Reprint Date / Reprint Date /

Jara: 22.11.2024 Jara: 22.11.2024 Jlara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 48C0 2500, Fax: +91 40 4909 2599, Emizil: mail@drraddys.com
CIN: L85195AP1984PLCO04307
www drreddys.com




Dr. Reddy's Laboratories Lid.

q.i Formulation Unit-6

Y o@ Viil. Khol, Nalagarh Road, Baddi,

Dr‘ Reddys s Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98165 56C01-02

CEPTU®UKAT AHAJIM3A www.drreddys.com

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

IpoaykT: Keropon® Dkcnpece (keroposiak) TaGieTKH, JucCHeprupyemMblie B H0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne SUStE O6nem cepuu " 3600000 Tab

Analytical Repo:’t No/ - 040002733142 Date of Analysis / . 22.11.2024

AHaJIuTHYeCKHI oTueT Ne Jarta anaauza

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

Jara mpousBoacTea I'open g0

Mifg. License No. / ] .

IIpousBoacTBEHHAS - MNB/05/263 MA number: / : JILI-Ne(004660)-(PT -

Homep PY RU)
JHIeH3Hs Ne
Analysis performed according ND: / Auanu3 nposeaen no HJI: JITI-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».

3aK/II04eHHe 0 COOTBETCTBHH: «HacTOAIKM S MOATBEP /A0, YTO IIPHBE/ICHHAS BHILIE HHPOPMALIH SIBISETCS
JIOCTOBEPHOM M TOYHOM. DTa CepHs NPONYKIWH IPOU3BEICHA (BKIIFOYAS YHAKOBKY (MapKHPOBKY) M KOHTPOIb
Ka4yecTBa) Ha BEHIIIEYKA3aHHOM IPOM3BOJCTBEHHON ILTOINafKe (IUIOMAagKax) B IIOJHOM COOTBETCTBHH C
TpeboBanuaMH [IpaBui HamTexalneil MpOM3BOACTBEHHOH MpakTHKH EBpasuiicKoro 3KOHOMMYECKOTO corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOoBaHUAME KOHTPOJI KAYECTBA IEKAPCTBEHHBIX CPE/ICTB,
a TaK)e B COOTBETCTBHH CO CIICHUMHKANMUIME, COJEPKAIMUMUICS B PETHCTPALIUOHHOM J0CHE CTPAHBI-UMIIOPTEPa.
3amucy Ho MPOH3BOICTRY, YIIAKOBKE U aHAM3Y IPOBEPEHE], H YCTAHOBJIEHO HX COOTBETCTBHE TpeboBanusM I Ipasun
HajIeXanieil Ipou3BoICTBEHHON NMpakTUKKU EBpa3zHiCKOro SKOHOMUYECKOTO CO0O3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED / J
INprmeuanue: [Ipoaykt cooTBeTcTBYeT Tpebopanusam H/I 3axnouenne: OJOBPEHO /| t
Prepared by / Checked by / Approved by: Mana gerfExecuti/'
IMoxrorosneHo: Santosh Kumar [Tporepeno: Pawan Kumar Onobpeno: Menemxkep / PykogganT A
Maurya ‘}ﬂ O Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

JHata: 22.11.2024 Hata: 22.11.2024 Jara: 22.11.2024

Registerad 2ffice: 8-2-337, Road No. 3, Banjara Kills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4500 2500, Fax: +91 40 4360 2999, Email: mail@drraddys.com
CIN: LS5195AP1984PLCO04507
wun direddys.com




