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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Dkenpecc (keTopoJiak) Ta6aeTKH, AHCIEPrHPyemble B M0JI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne g Vi22000es O0nem cepun " 3600000 tab

Analytical Repourt No/ . 890001807263 Date of Analysis / . 30.04.2025

AHanHTHYeCKHI oTueT Ne Jara anajanza -

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jara npoH3BoJCTBa - T'onen mo

Mfg. License No. / ) .

Ilpou3BoAcTBeHHAS : MNB/05/263 RIS Bumboxs £ i CCOORGE I
Homep PY RU)

JHUeH3usA Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JII-Ne(004669)-(PT'-RU)-190224

Page1of9/Crp.1 m39

No
No

Test / llokaszaTenn Results / PesyabTaThl

Specification / Hopma

1 Descri

ption / Onucanue Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable miockue
TabaeTky ¢ packoi, CBETIO-
XKeJITOTO L[BeTa ¢ IPaBUPOBKOH
«l» Ha OTHOU CTOPOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. / Kpyrnsie
wiockue TabneTkd ¢ Qackoil, cBeTno-
JKEJITOro IBeTa C TIPaBHPOBKOH «l» Ha
OJHOM CTOPOHE.

2 Identification / UnenTudukanus

Ketorolac / Kemoponax Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / YO-crekTpbl NOINOLICHUA
HCIBITYEMOTO pacTBopa M pacTBOpa
cTaHmapTHoro  obpasna  KeTopoJlaka
TpOMeTaMKHa JOJDKHBI HMMETH
MaKCHMYMsI TIPH OJTHOH W TOM ke JJIMHE
BOJHEI (+ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanwne: ITpoaykr cootBeTcTBYET TpeboBanusiM HJI

Conclusion : APPROVED /
Zakiwuyenune: OJOBPEHO

Pre_pared by/
ITonrorosneno: R

Checked by / Approved by: Manager/Executive /

amakant I[Iposepeno: Pardeep Kumar | Ono6peno: Menemwxkep / PykoBoautens

w ? ] Amit Kumar A ’//\/

Reprint Date /
Jara: 30.04.2025

i Reprint Date / Reprint Date /
Hara: 30.04.2025 Hara: 30.04.2025

1

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: L85195AP1984PLC0O04507
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, INDIA

CEPTHO®UKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

ITpoaykr: Keropon® Dxenpece (keToporak) TabaeTKH, AMCOeprHpyeMbie B 10JI0CTH PTa, 10 mr

Market / Poinox :Russia / Poccust

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne 7 Y2300c22 O6bem cepun " 3600000 Tab

Analytical Repo“rt No / . 890001807263 Date of Analysis / . 30.04.2025

ARanuTHYeCKHI oTUeT Ne Jata aHanunsa -

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npoH3BOACTBA Toaen 8o

Mifg. License No. / . s

IpousBoacTBeHHAs : MNB/05/263 MiSnumbcrs / : el Ulee s 2n LRk
Homep PY RU)

aunensns Ne

Analysis performed according ND:

/ Auann3 nposeaen mo H/L: JII-Ne(004669)-(PI'-RU)-190224

Page20f 9/Crp.2 w39

No

Test / Iloka3aTenab
No

Results / PesynbTaThl

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 ynepXUBaHHsA
OCHOBHOIO MHKa Ha XpoMaTorpaMmme
UCTIBITYEMOTO pacTBopa NOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKHBaHUS
OCHOBHOTO IMHKa Ha XpOMaToTpaMme
pacTBopa CTaHAAPTHOTO obpasia
KeTOpojiaka  TpoMeTaMuHa  (pasgen
«KOIM4eCcTBEHHOE OTPENICTIEHHE).

Remarks :

The Product conforms to ND/
ITpumeuanue: IIpoaykTt cooTBeTcTBYET TpebosanusM HJL

Saki

Conclusion : APPROVED /

wuenue: OJJOBPEHO

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

IMoaroroeneHo: Ramakant IIpoBepeno: Pardeep Kumar | Onobpeno: Menemxep / Pemoso,umenb
@Jﬂl@ f Amit Kumar /\,_ -

Reprint Date / \ Reprint Date / Reprint Date /

ara: 30.04.2025 Jlara: 30.04.2025 Hara: 30.04.2025

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jxenpecc (keroposak) TabeTky, 1HCIEPrEpyeMble B MOJOCTH pTa, 10 mr

Market / Peinok :Russia / Poccus
Batch No/ . Batch Quantity / 3600000 tab /
Cepus N2 - V2500822 O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 890001807263 Date of Analysis / . 30.04.2025
AnaguTHyeckuii oTaeT Ne JaTa asanu3a
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
JdaTta npouzBoacTea T'ogen 1o o
Mfg. License No. / ] .
IpoussoacTBennas : MNB/05/263 I3 DumberEy y AL (UO62) (Rl
Homep PY RU)
Junen3us Ne

Analysis performed according ND:

/ Ananns nposenen o HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page30f9/Cip.3m39

1;00 Test / [lokazaTenn Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzuopoxcuanuson 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
yAePKUBAHUSA ITHKOB
2-0yTUNTHAPOKCHAHU30IA H
3-OyTHITHAPOKCHAHU30a Ha

XpOMaTOrpaMMe HCIBITYeMOrO PacTBOPa
IOOJDKHEl  COOTBETCTBOBAaTb  BPEMEHaM

yIepKUBaHUs TMKOB
2-0yTUNTUAPOKCHAHU30IA U
3-6yTUNTHAPOKCUAHU30TIA Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHOTO
obpasua OyTunruapokcHaHu3ona (pasfien
«ConepxaHue
OyTHIITHAPOKCUAHU30TIAN).

ITonrorossiieno: Ramakant

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpogykT cootBeTcTBYET TpeboBanuam HJI 3axmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Iposepeno: Pardeep Kumar | Onobpexo: Menemkep | PykoBoaurens

ﬁ Amit Kumar /\‘//

o2

Reprint Date /
JHara: 30.04.2025

Reprint Date / Reprint Date /
Jara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +97. 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOPHKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Ipoaykr: Ketopoa® Ikcnpecc (KeTopoaak) TabieTk, AHCHEprHpyeMble B HOJI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepua Ne i 000 O0neM cepuH " 3600000 Tab

Analytical Repourt No/ - 890001807263 Date of Analysis / . 30.04.2025

AHauTHYeCKHI oTyer Ne JaTta anannsa

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

JlaTa npou3BoACTBa T'ogen xo

Mfg. License No. / ) .

IIpouspoacTBenBast : MNB/05/263 S aynumberd j A CQOIGETSER
Homep PY RU)

Jaunenzus Ne

Analysis performed according ND: / Ananu3 nposesen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page4 of 9/ Crp. 4 u3 9

No

PacnanaeMocThb

No Test / IlokazaTennb Results / PesynbTaTs! Specification / Hopma
3 Average weight / Cpeansis 69.2 mg/ 69.2 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca ] 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 %;
OIHOPOAHOCTE MACCHI 2/20 tablets - not more than + 20 %. /
18/20 Ttabnetok — He OGomee =+ 10 %;
2/20 Tabnetok — He Goinee £ 20 %.
4 Disintegration time / 00 min 23 sec / 00 mun 23 cex Not more than 3 min. / He 6onee 3 MuH.

5 Dissolution / PacTBopeHune

Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. C15sH13NO3*C4H|1NO;3 (ketorolac

Unit-2 / Tabn-2 100 % tromethamine) in 15 min. / He menee

Unit-3 / Ta61-3 100% | 75% Q Ci5H3NO3+C4H11NO3
. (keToposiaka TpOMETaMHH) 4epe3 15 MuH.

Unit-4 / Tabn-4 99%

Unit-5 / Tabn-5 99 %

Unit-6 / Taba-6 94 %

Remarks : The Product conforms to ND/
[Tpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanksam H/I

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Ramakant IMpoeepeno: Pardeep Kumar | Onobpeno: Menemiep / P{KOBOL{I/ITGJ‘IL
@.\A@ 1 Amit Kumar N el s
; [ =
Reprint Date / \ Reprint Date / Reprint Date/ /'
Hara: 30.04.2025 Jlarta: 30.04.2025 Jata: 30.04.2025

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: L85195AP1984PLC004507

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, INDIA

CEPTUP®UKAT AHAJIM3A

Tel : +91 96166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Dxcnpecc (keTopos1ak) TabJjieTKH, AMcHeprupyemMple B OJIOCTH pra, 10 mr

Market / Prinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V2500822 O6beM cepun " 3600000 Tab

Analytical Repovrt No/ . 890001807263 Date of Analysis / . 30.04.2025

AHannTHYecKHil oTueT Ne JlaTa ananu3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npouzBoicTBa I'ogen 1o

Mfg. License No. / ] .

Ilpon3sBoAcTBeHHAS : MNB/05/263 M mumber: £ s SHNE(UA69)- (BT
Homep PY RU)

JIHIeH3Hs Ne

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

Page 50f9/Crp.5u39

JucnepcHocTb

1;.? Test / [loka3zaTesnnb Results / PesynbTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pasyertcs
ONHOPOIHAs CYCHEH3Hs, MPOXOAsAIas
CKBO3b CHTO C pa3MepoM OTBEPCTUI
710 MxM.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Huxe npegena obHapyxeHus (110

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

CopepxaHue BOAbI

1-runpoxcuananor =0.0010 %)
KeTopoJiaKa
1-keto analog of ketorolac / not more than 0.8 %; / He 6onee 0,8 %;
1-KeTOaHATIOT KeTOpoJiaka 0.03%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eIMHUY Hast
HeuaeHTHUIIMPOBaHHAS 0.02%
MpUMECh
total impurities / 0.0478% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa IprMecei
8 Water content / 25% Not more than 7.0 %. /

He 6omnee 7,0 %.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ilpumeuanue: ITpoaykr coorBeTcTBYET TpeboBanusam HJI

Zaxmwouenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Ramakan

s

Checked by /
IIporepeHo: Pardeep Kumar

oL

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTenb

Amit Kumar /\ - (S
—

Reprint Date / M

Jara: 30.04.2025

Reprint Date /
Hata: 30.04.2025

Reprint Date /!
Hata: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJIH3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dxenpece (keTopoaax) rabierks, Ancneprupyemsie B MoJocTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne R a0iees O6bem cepun " 3600000 Tab

Analytical Repo‘}'t No/ . 890001807263 Date of Analysis / . 30.04.2025

AHanuTHiecknii oryeT Ne JaTta ananausa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTta npou3BoAcTBAa I'ogen go

Mifg. License No. / ] .

IIpousBoacTBeHHAS : MNB/05/263 SlCanuimb s : JIII-Ne(004669)-(PT-
Homep PY RU)

auanen3us Ne

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

Page 6 of 9/ Crp. 6 w39

1;.00 Test / IlokasaTeJb Results / PesynabTaTs! Specification / Hopma

9 Residual solvents / OcTaTouHble OpraHHyecKHe pacTBOPUTENH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
H3zonponaHon 6 MKkr B TabneTke He 6onee 350 MKr B TabNeTKE.

10 | Microbiological purity*/ Mukpo6Hosornueckas uucToTa*
Total Aerobic Microbial not more than 10> CFU/g; /
Count / ob11ee Yyucno NA He 6onee 10° KOE/T;
a3pOOHBIX MHUKPO-
OpFraHu3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / ob1ee Yucio NA He 6onee 10?2 KOE/T;
IPOMOKEBBIX M IUIECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of desage units / 10.1 Acceptance value (4V) not more than
OaHOpOAHOCTH 15.0 Tloka3aTtenb npHeMiIeMOcTH (A7)
NO3UPOBAHHLIX eAHHHL] noypkeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenne;: OJOBPEHO

Prepared by /
IMoarorosieno: Ramakant

Jupsd

Checked by /
IporepeHno: Pardeep Kumar

=l

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykopoauTenb
Amit Kumar ) gl

J = ==

Reprint Date / !

Jara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Reprint Date / v
Jata: 30.04.2025

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: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Ketopoa® Dxcnpece (KeToponak) Taberks, AHCHEPrUpyeMble B NOJIOCTH PTa, 10 mr

Market / Peinok

:Russia / Poccus

Batch No / i Batch Quantity / 3600000 tab /

Cepus Ne D O6bem cepun " 3600000 Tab

Analytical Report No/ - 890001807263 Date of Analysis / . 30.04.2025

AHanuTHyeckmii oTuer Ne JlaTa anann3sa

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npousBoacrea - I'onen no

Mfg. License No. / ] o

IIpou3BoJAcTBeHHAsS : MNB/05/263 MA number: / : JIII-N2(004669)-(PI-
Homep PY RU)

JHneH3ust Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 70f 9/ Crp. 7 n3 9

No

Test / [Toka3zaTeanb
Ne

Results / Pe3yabTaThl

Specification / Hopma

12 Assay / KosinuecTBeHHOE
onpeneseHue

9.9mg/99 mMr
(98.5 %)

From 90mg to 11.0 mg of
C15H(3sNO3*C4H; 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr no
11,0 mr Ci5H13NO3C4sH 1 1NO3
(ketoponaka tpoMmeramut) (ot 90,0 mo
110,0 % oT 3asABJIEHHOTO KOJIMYECTBa) B
TabneTke.

13 Butylhydroxyanisole
content / CoaepxaHue
OyTUITHAPOKCHAHH30J1a

0.0967 mg/tab /
0.0967 mr B TabneTke

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

14 Package description /
OnucaHue YIaKOBKH

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 Tabnetok B
6nuctepe w3z (ITA/AJVIID ¢
pnaromorioturenxem/TI3BIT)
donsru // (I15/AJ1) donsru. Mo
2 Giauctepa BMECTE C JHCTKOM-
BKJIAbILIEM B MayKy
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 TabneTok B
6mucTepe u3 JTA/ATVTID c
pnaronornotutenem/[IOBIT) doneru //
(TI9/AJT) donsru. ITo 1 wiu 2 Gaucrepa
BMECTE C JINCTKOM-BKJIAJIBIIIEM B IAYKy
KapTOHHYIO.

Remarks ; The Product conforms to ND/

[Tpumeuanwue: IIpongykT cooTBeTcTBYET Tpebosanusam HI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosieHo: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoaures
@p\ d;d; P Amit Kumar /\, 155
= -
Reprint Date / \ Reprint Date / Reprint Date /
Hara: 30.04.2025 Jara: 30.04.2025 Hara: 30.04.2025

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: L85195AP1984PLC0O04507
www.drreddys.com




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

- Q%
Dl'. Reddy S ’. Vill. Khol, Nalagarh Road, Baddi,

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

CEPTHOHKAT AHAJIH3A o\ :+91 98166 5000102
www.drreddys.com

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

TIpoxykt: Keropos® Ikenpecc (keToposak) TabIeTKH, AMCIEPrupyeMbie B HOJOCTH PTa, 10 mr ]
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepun Ne St O6Bbem cepun " 3600000 Tab
Analytical Repo:’t No/ . 890001807263 Date of Analysis / . 30.04.2025
Auanurnyecknii oTyer Ne JlaTa anaan3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jata npon3BoacTBa TI'onen no
Mfg. License No. / ] .
Ipouns3BoacTBeHHAs : MNB/05/263 MG mumbER: £ : SDE00R000)=(R=

Homep PY RU)

Jnuen3us Ne
Analysis performed according ND: / Auauns uposenen mo H/L: JII-Ne(004669)-(PT-RU)-190224

Page8 of 9/ Crp. 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.
* [1pu BBINMyCKeE JIeKAPCTBEHHOr0 MpenapaTa KOHTPOJIb Ka4uecTBa No nokasartento K MUKPOGHOI0rHYecKas
YHCTOTa» MPOBOJUTCS s Kaxaoil 20-0ii cepuu, HIM /1A OAHOH cepuu B rojl, B 3aBUCHMOCTH OT TOI'0, YTO
HACTYNUT paHblle.

API name / Hanmenosanue ADC: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRE009746

Howmep cepun npoussoaureas ADC:

FP Manufacturer API Batch number /

Homep cepn cyOCTaHIHH NPOH3BOANTEIA FESA00033

JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Iponseoanrtens A®C, crpana: J-p Penau'c Jlaboparopuc Jita., 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) /

HaumeHoBasue, afapec, JHIEH3HS JJIs J-p Pemau’c Jlabopatopuc JIta., Manus, [IpoussoacTeeHHoe
IIpousBoacTBenHas naomanka / Ilnomagka noapasaenenne-6, Busun. Kxons, Hanarapx Poya, bannu, Juctpukt
KoHTpoJs KadecTBa / Ilnomaaka Belmycka Conan, X.I1., 173205, Unaua (muuensus 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 /
IMpumeuanye: [TpogykT coorBeTcTBYET Tpedbosanuam HJI 3aknouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneno: Ramakan ITpoeepeno: Pardeep Kumar | Onobpero: Menekep / Pykosoauresb
‘9 Amit Kumar A
bk oL =
— {' -
Reprint Date / l Reprint Date / Reprint Date / "
Iara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91. 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

S
DI’. Red dY’S Q.... Vili. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS B

www.drreddys.com B
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxt: Keropoa® Ixcnpece (keToposak) TabaeTKH, AMCOEPrEpyeMble B MOJIOCTH PTa, 10 mr
Market / Poinox :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne =peines O6nbem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 890001807263 Date of Analysis / . 30.04.2025
AHAJIHTHYECKHH 0TYeT Ne JaTa anaiusa ]
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa npoH3BOACTBA I'ogen go
Mfg. License No. / ] .
IIpoussoacTEeHHAS : MNB/05/263 MAynumber: / : JIII-Ne(0046659)-(PT-

Homep PY RU)

Juen3ust Ne
Analysis performed according ND: / Ananu3s nposesen mo HJL: JITI-Ne(004669)-(P1 -RU)-190224

Page 9 of9/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».

3akoYeHne 0 cooTBeTcTBHN: «HacTOAIMM s IOATBEPXKAlO0, YTO IPUBEJCHHAS BBINIE HHYOPMALHS ABJIACTCS
JOCTOBEPHOH M TOYHOH. DTa cepHsi MPOAYKIMH NPOH3BEJCHa (BKIIOYAsd YNAKOBKY (MapKHPOBKY) M KOHTpPOJIb
KauecTBa) Ha BBILEYKA3aHHOW IIPOM3BOACTBCHHOH IUIomaiKe (IUIOIAAKaXx) B IIOJHOM COOTBEICTBHH C
TpeGopanuamu [IpaBun Hayiexaleli IpOU3BOACTBEHHOMN IPaKTHKH EBpasuiickoro 5KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) 1 Tpe6oBaHUAMHE KOHTPOJIS KaYeCTBa JICKAPCTBEHHBIX CPE/CTB,
a TaKKe B COOTBETCTBHH CO CleNUHKAIMSIMHI, COASPXKAIIUMHICI B PETHCTPAIHOHHOM JIOChe CTPaHBI-UMIIOpTEpa.
3amHCH 110 IIPOM3BOJICTRY, YIIAKOBKE H aHAIM3Y IIPOBEPEHBI, H YCTAHOBJICHO MX COOTBETCTBHE TpeboBaHuMsM I1paBuit
HaJUIEXKaIIei IPOU3BOICTBEHHOM IIPaKTHKHA EBPa3MHACKOro SKOHOMHYECKOIO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TTpumeuanue: ITpoxykT coorpeTcTBYeT TpeboBanusm HJL 3aknogenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarororieHno: Ramakant Tposepeno: Pardeep Kumar | Onobpeno: Menewkep / Pykogogurens
. o g L .
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