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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA,
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CERTIFICATE OF ANALYSIS
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Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

ITpoayxt: Ketoposn® Dkcnpecc (keTopoiak) TabaeTKH, AHCHepripyembie B nojocts pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab/

Cepus N2 : V2500616 O6bem cepun " 3600000 Tab

Analytical Repoz’t No/ - 040002887796 Date of Analysis / . 18.04.2025

AHajHTHYeCKHH oTYeT Ne JlaTa anainu3a

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

Jara npousBoacTBa Togen 1o

Mfg. License No. / . .

IIpousBoacTBEeHHASE : MNB/05/263 M. numibersy] 2 IRE N2((04662)- (Rl
Homep PY RU)

auuenzus Ne

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

Page10of9/Crp.1u39

tablets with "|" debossed on one
side. / Kpyrnble nnockue
Tabnetky ¢ ackoi, CBETIIO-
JKEJITOTO [[BETA C IPaBHPOBKOM
«l» Ha OTHOHM CTOPOHE.

i.:) Test / ITokasaTennb Results / Pe3syabTaThl Specification / Hopma
1 Description / Onucanme Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrunele
wiockue Tabnetku ¢ ¢ackofi, cBetno-
XKEJITOro LBeTa C IpaBUpOBKOH «l» Ha
OJIHOU CTOPOHE.

2 Identification / Unentuduranus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cnekTpbl HNOMIOLIECHUSA
HCIIBITYEMOTO  pacTBOpa W pacTBopa
CTaHmapTHOro  ofpasla  KeTopoJaka
TpoMeTaMHHa JOJDKHBI HUMETh
MaKCHUMYMBbI NPH OJHOH M TOH Xe JUIHHE
BOJIHBI (£ 2 HM).

Remarks :

The Product conforms to ND/
Ipumeuanue: IlponykT cooTseTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Ran

Z [Iporepeno: Rama Kant

Checked by /

st

Approved by: Manager/Executive /
Ono6peno: Menemxkep / P}'KOBOILPITCJ'IB
Amit Kumar

A

Reprint Date /
Jara: 18.04.2025

Reprint Date /
Mara: 18.04.2025

b Reprint Date / |
Jata: 18.04.2025

Registered Office: 8-2-337, Rozd No

3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fox: +°1 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

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

Ilpoaykr: Ketopoa® dxenpece (keropoaak) TabaeTkH, AHCNeprapyeMble B IIOJI0CTH pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne ; V2500016 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002887796 Date of Analysis / . 18.04.2025

AnanuTH4yecKHii oTyeT Ne Jara apaauza

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JaTa npon3BoacTBa I'open xo S

Mfg. License No. / . .

IIpousBoacTBenHAs : MNB/05/263 S nurher; | g LN (04000 e
Homep PY RU)

JHoeH3usn Ne

/ Ananns nposegen no HJI: JITI-N2(004669)-(PI'-RU)-190224

Analysis performed according ND:

Page 2 of 9/ Crp. 2 w39

No

Test / [Toka3zaTeanb
Ne

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). / Bpemsi yaepKHBaHUA
OCHOBHOTO TNMKa Ha XpoMmaTorpamme
UCTIBITYEMOTO pacTeopa TIOJIKHO
COOTBETCTBOBATH BPEMEHH yINEPKHBAHUA
OCHOBHOTO MKHKa Ha XpoMmaTorpamme
pacTtBopa CTaHOAapTHOrO obpazua
KeToponaka  TpoMeTaMHHa  (pasgel
«KonnuecTBeHHOE ONpecIeHUE).

Remarks : The Product conforms to ND/

IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Bakirouenue: OJTOBPEHO

Prepared by /
TToaroroeneno: Pravesh Rana Z

Checked by /
[Tpoeepeno: Rama Kant

ke

Approved by: Manager/Executive /
Ono6peno: Menensxep / PykoBonurenb
Amit Kumar L

N
|

Reprint Date /
Jara: 18.04.2025

Reprint Date / \
Jlara: 18.04.2025

Reprint Date / |
Jara: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Eormulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDi&,
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropoa® Dxenpece (keroponak) TabiaeTk, AHCHEPrEpyeMbie B HoJaocTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne § VESLE'l O6neM cepHu " 3600000 Tab
Analytical Repourt No/ . 040002887796 Date of Analysis / - 18.04.2025
AHaJuTHYeCKHIT oTyeT Ne Jlara anaauza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
JlaTta npoH3BOACTBA TI'ogen po
Mfg. License No. / . .
MpoussoacreeHHan : MNB/05/263 IS, Uy : e 009662) H(E:
Homep PY RU)
nunen3ns Ne
Analysis performed according ND: / Anaau3s nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224 1
Page30f9/Crp.3u39
i.oo Test / [loka3zaTenan Results / PesynbTaTts! Specification / Hopma
Butylhydroxyanisole / Complies / CoOoTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuson butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

butylhydroxyanisole and
butylhydroxyanisole peaks on

«CopaepxaHue
Oy ' MAPURCHAHN30LAY).

chromatogram of the test solution should
correspond by the retention times to 2-

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
YIEpKUBAHUS [THUKOB
2-6yTHAruAPOKCHaHH30J1a U
3-6yTWIrHAPOKCHAHU30J1a Ha

XpoMaTorpaMme HUCIOBITYEMOI'O pacTBopa

JIOMKHEL  COOTBETCTBOBAaTb  BPEMEHAM
yaepXKUBaHUA ITHKOB
2-6yTUNTHAPOKCHAHU301a U
3-6yTUNrUAPOKCHAHU30M1a Ha

XpoMmarorpaMMe pacTBopa CTaHAAapTHOIO
0bpasiia OyTuiIruapoKkcHaHN30na (pasien

3
the

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Jata: 18.04.2025

Jlata: 18.04.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana Z IIporepeno: Rama Kant Onobpeno: Menemxep / PykoBoguresns
Cg M Amit Kumar L
Y, L\ el N~
Reprint Date / Reprint Date / ‘ Reprint Date / g

Jara: 15.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaik: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill, Khol, [alagarh Read, Baddi,

Distt. Solan, H.P., 173 205, iNDiA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoavkr: Keropoa® Dxcnpece (keTopoaak) TabneTKH, AHCHEPTHPYeMbIe B II0JIOCTH pTa, 10 Mr
P p p Prupy P 1VMr

Market / Poinok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne s VESLUHD O6bemM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002887796 Date of Analysis / . 18.04.2025

AnanutTudeckuii oruer Ne Jara ananusza

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

JlaTa npoH3BOACTBA I'ogen oo

Mifg. License No. / . .

IIpou3BoACTBEHHAS : MNB/05/263 S, numben: g e (0SS0 S(Rr =
Homep PY RU)

JuneH3us Ne

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

Page40of 9/ Crp.4m3 9

NN:) Test / [TokazaTennb Results / Pe3yabTaThl 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 no 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 Tabnetox — He Oonee =+ 10 %;
2/20 tabnetok — He Hosee = 20 %.
4 Disintegration time / 00 min 18 sec / 00 muH 18 cex Not more than 3 min. / He 6onee 3 muH.
Pacnagaemocrn
5 Dissolution / PacTsopenne Unit-1/ Tabn-1 102 % Not less than 75% (Q) of
. CsH13NO3+C4H11NO3 (ketorolac
Clnirgei Rabin? 103 % tromethamine) in 15 min. / He menee
Unit-3 / Tabx-3 104% | 75% Q CisH13NO3+C4H11NO3
. (keTopoJsiaka TpOMETaMUH) 4epe3 15 MuH.
Unit-4 / Tabn-4 106 %
Unit-5 / Taba-5 103 %
Unit-6 / Tabn-6 102 %

Remarks : The Product conforms to ND/
IIpumeuanwue: [Iponykt coorBeTcTBYeT TpeboBanusim HJT

Conclusion : APPROVED /
3akmwouenune: OJOBPEHO

Prepared by / Checked by /
INoarorosneno: Pravesh RanZ IIpoeepeno: Rama Kant

B

Approved by: Manager/Executive /
Onobpeno: Menemwkep / Pykoponutesns
Amit Kumar AL

[ 3 /

!

]

Reprint Date / 1

Jara: 18.04.2025

Reprint Date /
Jara: 18.04.2025

Reprint Date /
Jlarta: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Tetanzana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

vill, Khol, Malagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIU3A
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www.duedJyJ.c i

Eoduct )

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IMpoaykr: Ketopoa® Jxcnpece (keTopoak) TabIeTKH, AHCHeprupyembie B HOJIOCTH PTa, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne i V2500616 O6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002887796 Date of Analysis / . 18.04.2025

AHajuTHYecKHi oTueT Ne JlaTa ananuza

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

Jara npoussoacrea I'ogen go

Mfg. License No. / . .

ITpousBoACTBEHHAN : MNB/05/263 MASRumb ey : pLL AU L)
Homep PY RU)

JTHIneH3uA No

Analysis performed according ND: / Anaan3 nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

PageS5of9/Crp.Sn3 9

JucnepcHoCTb

i‘? Test / [TokasaTens Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpasyercs
ONHOpOIHAS CYCHEH3Ms, MPOXOmslasn
CKBO3b CHUTO C pasMepoM OTBEPCTHH
710 MKM.

7 Impurities / IlpumecH

1-hydroxy analog of
ketorolac: /
l-ruapokcuaHanor
KeTOpOJIaKa

(110 = 0.010 %)

1-keto analog of ketorolac /
1-keTOoaHANOr KeTOpoJIaKa

0.03%

unidentified impurity /
eAHHUYHAA
HeHIeHTH(OULUMPOBaHHAS
MNpUMEChH

0.01%

Below LOD (LOD = 0.010 %) /
Hrxe npenena oOHapyXxeHus

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

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

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

total impurities /
cymMa npumMeceit

0.0437%

not more than 1.0 %. / ve donee 1,0 %.

8 Water content /
CopepxaHue BOJbI

23%

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

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanuam H/

Conclusion : APPROVED /
3axaruenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana P

4

Checked by /
ITpoeepeHo: Rama Kant

Budot

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PYKOBO,HHTGJ'IB
Amit Kumar N

[N~

Reprint Date /
Jara: 18.04.2025

Reprint Date / \
Jlara: 18.04.2025

Reprint Date /
Jlata: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Knol, Nalagarh Read, Baddi,

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

CEPTUDPUKAT AHAJIM3A
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www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketoposn® Jxenpecc (keTopoax) Ta61eTKH, AHCIeprupyeMble B M0JOCTH pTa, 10 Mr

Market / Puinok

:Russia / Poccus

Batch No / . Batch Quantity / - 3600000 tab /

Cepun Ne 4 V2500616 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002887796 Date of Analysis / - 18.04.2025

AHanuTH4ecKHnii oTyeT Ne JlaTa anaauza

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

JlaTta mpou3BoacTBa T'open oo

Mfg. License No. / . a

IIpousBoacTBeHHAS : MNB/05/263 VIR e . JIIE-Na(004669)-(PT-
Homep PY RU)

Juuen3nst Ne

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

Page 6 of 9/ Crp. 6 43 9

‘1:.:) Test / [ToxasaTeab Results / PesyabTaTsl Specification / Hopma
9 Residual solvents / OcTaToO4Hble OPraHHYECKHE PACTBOPUTENHN
Isopropyl alcohol / 07 pg/tab / Not more than 350 pg/tab. /
UzonpomnaHon 07 Mmxkr B Tabnetke He 6omnee 350 MKkr B TabneTke.
10 | Microbiological purity*/ Mukpo6uonornueckas 4ucrora® )
Total Aerobic Microbial not more than 103 CFU/g; /
Count / of1ee 4ucio NA He 6onee 10° KOE/T;
a3poOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / o6uiee YnCIO NA He 6osee 102 KOE/T;
JPOROKEBBIX M IUIECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 38 Acceptance value (4¥) not more than
OanopoaHoCTh 15.0 Tloka3aTtens npuemieMocTd (4V)
AUSHPUBAHHBIA EAMHUL JnomacH GuiTh He Gonce 15,0.

Remarks : The Product conforms to ND/

Ipumeuanne: [Tpoaykr cooTBeTcTBYeT TpeboBanusiM HJI

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
[Tpoeepeno: Rama Kant

Aol

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBoaurens
Amit Kumar A

Reprint Date /
Jata. 18.04.2025

Reprint Date / !
Hata: 18.04.2025

o
Reprint Date /

Jata: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vili. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

HNpoaykt: Keropon® Jxcnpecc (keroponak) Ta6xeTkH, AMCHEprupyemble B M0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / i Batch Quantity / 3600000 tab /

Cepus Ne HHEIEoe O0Bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002887796 Date of Analysis / . 18.04.2025

AHajuTHYecKHI oTueT No JlaTa ananusza

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

Jara npoH3BoAcTBA I'oxen 1o

Mfg. License No. / 1 ]

ITpon3BoACTBeHHAS - MNB/05/263 BUA numbor: LG (U o i
Homep PY RU)

Jnunen3us Ne

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

Page 7of 9/ Cip. 7 uz 9

No

Test / [Toka3aTeanb
Ne

Results / PesynasTarsl

Specification / Hopma

12 Assay / KonuuecTBeHHOe
onpegenenue

9.9 mg/99 Mr
(99.0 %)

From 9.0 mg to 11.0 mg of
CisH13NO3+C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr mo
11,0 MT C15H13N03'C4H1 |NO3
(ketoponaka TpometamuH) (ot 90,0 mo
110,0 % OT 3asABIEHHOI0 KOJIUYECTBa) B
TabneTke.

13 Butylhydroxyanisole
content / Coaep:kanue
OyTHJIrHAPOKCHAHH30J1a

0.0940 mg/tab /
0.0940 mr B TabneTke

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

14 Package description /
OnucaHne 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. / Ilo 10 Tabnetok B
6nucrepe u3  (ITA/AJITID ¢
Biaronornorurenem/IISBIT)
domwru // (TID/ATH qonkru. Tlo
2 GJHOTOPO BMOOTO O JIIOTHOM
BKJIQJBILIIEM 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. / Ilo 10 tabnetok B
6mucrepe u3 (TTA/AJI/TID c
snaronornotuteneM/IIOBIT)  donbru //
(II3/AJ1) doneru. o 1 unu 2 6nucrepa
BMECTE C JINCTKOM-BKJIaJbIIIEM B IadKy

KaanHHym.

Remarks : The Product conforms to ND/
ITpumeyanue: [IpoaykT cooTBeTcTBYET Tpeboranuam HJJ

Conclusion : APPROVED /
Saxaouyenne: OJOBPEHO

Prepared by /
[Toarorosneno: Pravesh Rana

Checked by /
[Ipoeepeno: Rama Kant

ot

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurensb
Amit Kumar L

N —

Reprint Date /
Hara: 18.04.2025

Reprint Date / A
Jara: 18.04.2025

Reprint Date / :
Jlara: 18.04.2025

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: L85195AP1984PLCO04507

www.drreddys.com




‘.‘0 Dr. Reddy's Laboratories Ltd.
R ) ) . .

Formulation Unit-6
Dr. eddy S Ne Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS ~ 491 58166 56001-02
el v oLLO O UL
CEPTUDUKAT AHAJIU3A el
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcnpecc (keToponax) TabieTku, AHCIEPrHPYeMble B MOJOCTH pTa, 10 Mr -
Market / Phinox :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepusn Ne d V2500616 O6nbem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002887796 Date of Analysis / . 18.04.2025
AnanuTH'iecKHH oTyer No JaTa anaansa
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
MaTa npoH3BoACTBa I'open no ——
Mfg. License No. / ] o
TIpoH3BoACTBeHHAs - MNB/05/263 DA numbe: ¢ p SINE(UDSGOT)=(FL=
Homep PY RU)
JHueH3us Ne
Analysis performed according ND: / Anajns nposeaes no HJI: JII-Ne(004669)-(PT'-RU)-190224
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* 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.
* TIpH BBINyCKe JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIb KauecTBa 10 noxazaTeato « Muxpobuonoruyeckas
YHCTOTa» NPOBOANTCS AN Kaxnoii 20-0ii cepum, WK AJIst OAHOI cepUHU B o, B 3aBHCUMOCTH OT TOr0, YTO
HacCTYNUT paHblue.

API name / HanmenoBanue A®C: Ketorolac tromethamine / KeToponaka TpoMeTaMuH
INN/MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH009669

Homep cepun nponspoauteisa ADC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHIMN NPOH3BOANTE A FESA00030

rJIo:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponsoaurtens A®C, crpana: J-p Peanu'c JTabopatopuc JIta., Uuaus

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) /

HaumenoBaHmue, agpec, THIEH3HA AJs J-p Pennu’c Jlaboparopuc JItn., Unnus, [IponssoacTeeHHOE
IIponsBoacTBeHHas miuomajaka / Ilmomanka noapaznenenre-6, Bumn. Kxons, Hanarapx Poyn, bannu, Jlnctpukr
KOHTpOoJIA KavecTsa / Iliomagka Beimycka Conan, X.I1., 173205, anus (iuuenzus svomep 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 /

ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuaM HJI 3axmwgenne: OJOBPEHO

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

[Moarorosneno: Pravesh Rana Z IIpoBepeno: Rama Kant Ono6peHo: Menemxkep / PykoBonutens

Amit Kumar [

= po

Reprint Date / Reprint Date/ Reprint Date/ '

Hara: 18.04.2025 Jara: 18.04.2025 Hara: 18.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@e
! °@® Formulation Unit-6
Dr. ReddY S Q.‘ Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS """ " 95166 5600102
CEPTUOHUKAT AHAJIM3A ¢ 9198100000t
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIponyxr: Keropoa® Dxenpece (xeroponak) TabieTkH, 1ucneprupyeMbie B N0JI0CTH pTa, 10 Mr o
Market / Poinox :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne - V2500616 O6nem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002887796 Date of Analysis / . 18.04.2025
Ananurudeckuii ordyer Ne | [lara anaau3a
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
JaTa npoM3BoaCTRBA | I'onen no
Mifg. License No. / i -
IIpon3BoACTBEHHAS : MNB/05/263 ey . JHIT-Ne(004669)-(PT-
Homep PY RU)
JMueH3usa Ne
Analysis performed according ND: / Anaaus nposesen no HJI: JITI-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».

3aKJIoueHHe 0 COOTBETCTBHMM: «HacTosmuM s MOATBEPXK/at0, YTO NMpUBeIeHHAs Bbllle HHYOpPMAIHs ABIAETCA
ZIOCTOBEPHON M TOYHOM. DTa cepusi NPOAYKIUMH HpOH3BelcHa (BKIIOYas YNAKOBKYy (MapKHpOBKY) M KOHTPOJb
KayecTBa) Ha BBINIEYKAa3aHHOM IPOM3BOJACTBEHHOM IUTomanke (IUIOINAAKaX) B IIOJIHOM COOTBETCTBHH C
TpeboBanusIMH [IpaBuil HaIUIeXKalled MPOU3BOICTBEHHON NPAKTHKH EBpasHHCKOro 5KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 TpeGOBaHUAMHU KOHTPOJIA Ka4ECTBA JIEKAPCTBCHHBIX CPE/ICTB,
a TaKKe B COOTBETCTBHHU CO CHEIM(PUKAIMAMH, COEPKAMUMUCS B PETHCTPALIMOHHOM JOChE CTPaHbI-UMIOPTEPA.
3alIicH 110 POU3BOJICTBY, YIIAKOBKE U aHATM3Y [TPOBEPEHBI, M YCTAHOBJICHO UX COOTBETCTBHE TpeboBanuaM IIpaBui
HaJjIexanei Ipou3BOACTBEHHON IIPakTHKH EBPasuiCKOro 3KOHOMHYECKOTO COI03ay.

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

[Mpumeuanne: [IponyKT cooTBeTCTBYET Tpebosanusam HJI 3akmouenne: OJIOBPEHO

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

IToarorosneHo: Pravesh Rana IIpoeepeno: Rama Kant Ono6peno: Menemxkep / Pykoonurens
m U& Amit Kumar \/ L

Reprint Date / Reprint Date / Reprint Date/ |

Jara: 18.04.2025 Jara: 18.04.2025 Jlata: 18.04.2025

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
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