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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, {NDIA

CEPTUPUKAT AHAJIU3A

Tel - 491 95165 56001-02
wWww.arreddys.com

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

IIpoayxt: Keropon® Ixcnpecc (keTopoiak) Tab1eTKH, AMCHEpPrupyeMble B N0JIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne BES00l O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002853111 Date of Analysis / . 20.03.2025

AHaJIHTHYeCKHH oTyeT No JlaTa anannza

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

Jara npousBoacTaa Tomen go

Mfg. License No. / ) X

IlpoussoacTBenHas : MNB/05/263 MA number: / : JILI-Ne(004669)-(PT-
Homep PY RU)

Jaunen3ust Ne

Analysis performed according ND:

/ Ananns nposegen mo HJI; JITI-Ne(004669)-(PI'-RU)-190224

Page10of9/Crp.1u39

No . ;
No Test / IlokazaTenb 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. / Kpyrnbie mockue miockue TabneTku ¢ (ackoi, cBeTio-
TabNEeTKHU ¢ (ackoil, cBETIIO- XENTOro 1BeTa C IPaBUPOBKONH «i» Ha
XKEJITOro LIBETa C rpaBUPOBKOI OIHO# CTOpOHE.
«l» Ha oIHOH cTOpOHe.
2 Identification / UnenTudpukanus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-cnekTpbl NOTJOLLICHHSL
UCIBITYEMOTO pPAacTBOpa M pacTeopa
CTaHjapTHOro  oOpaslia  KeToponaka
TpoMeTaMKHa JIOJDKHBI HUMETh
MaKCHUMYMbI IpU OOHOM U TOH XK€ IJIMHE

BOJIHEI (+ 2 HM).

Remarks : The Product conforms to

ND/

ITpumeuanue: Ilpoayxt coorBercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama kant ITpoeepeHo: Santosh Kumar | OnobpeHo: Menemxkep / Pykoroauresns
Maurya % Amit Kumar W
W e N
Reprint Date / T Reprint Date / Reprint Date / '
Hara: 20.03.2025 Hara: 20.03.2025 Hara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banyatd Hills, Hyderakad - 500034, Telangana, India
Tel: 491 40 4900 29090, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CiN: LE5195AP1964FLCOCA507

www.drredays.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baadi,
Disti. Solan, H.P., 173 205, INDIA

CEPTUPHNKAT AHAJIU3A

Tl - 4017 98164 55001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® dkenpece (keroposiak) TabsieTkH, AHcIeprupyeMple B MOJI0CTH pra, 10 Mr

Market / Prinok

:Russia / Poceus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne - V2500451 O6bem cepHn " 3600000 Tab

Analytical Repovrt No/ - 040002853111 Date of Analysis / . 20.03.2025

AHaanTHYecKHi oTuer Ne JlaTa ananu3za

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

JlaTta npouzBoacTBa I'ogen oo

Mig. License No. / ] .

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

JHNeH3nd Ne

Analysis performed according ND: / Auanu3 nposeaen mo HJI: JIIT-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp.2 u3 9

No
Ne

Test / [Toka3aTean

Results / PesynbraTsl

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 yaepXUBaHUs
OCHOBHOTO TMHMKa HAa XpoOMarorpaMme
HCIBITYEMOTO pactBopa IOJDKHO
COOTBETCTBOBAThH BPEMEHH YJEPXHUBAHUS
OCHOBHOTO TMHKa Ha XpPOMaTorpaMmme
pacTeopa CTaHAaPTHOTO obpasua
KeTopoJiaka  TpoMeTamMHHa  (pasaen
«KOJHM1eCTBEHHOE ONIpeeieHHEY).

Remarks : The Product conforms to ND/
ITpumeyanue: [Iponykr cooreTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
Sakawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by; Manager/Executive /
IToarorosneno: Rama kant [IpoBepeno: Santosh Kumar | Ongobpeno: Menemxep / Pykosoaurens
W Maurya Amit Kumar /;
ol o I
Reprint Date / \ Reprint Date / Reprint Date / J
Hara: 20.03.2025 Jara: 20.03.2025 Jara: 20.03.2025

Registered Ottice: $-2-33/, noad No. 3, Baujara Hills, Hydeialiad - 500034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1964PLCO04507

www.drredays.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHKAT AHAJIU3A

Tal - 401 92165 55001-02

. drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Ixcnpece (keropoaax) Tabaerkn, aucneprupyemble B 10JOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepus Ne A Ob6Bem cepun "~ 3600000 Tab

Analytical Repourt No / . 040002853111 Date of Analysis / . 90.03.2025

AHannTHecKHl oTyeT Ne JlaTa ananuza

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

Jara npoM3BoACTBA T'open go

Mifg. License No. / . “

Ilpon3BoaCTBeHHAS : MNB/05/263 SV munsberss/ ; JII-Ne(004669)-(PT-
Homep PY RU)

JHUeH3us Ne

Analysis performed according ND:

/ Ananu3 npoBenen mo HJI; JITT-Ne(004669)-(PI'-RU)-190224

Page3 of 9/ Crp.3 u3 9

NOT

Test / [Toka3zaTean

Results / Pe3yabTaThl

Specification / Hopma

Ne
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymunzudpokcuanuzon 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
yIepKHBaHUA ITHKOB
2-0yTUATHAPOKCHAHM30Ta u
3-6yTunruapokcHaHu3ona Ha

XpOMaTorpaMMe HCIbITYEMOIO pacTBOpa

JOJDKHBl  COOTBETCTBOBAThH  BpEMEHAM
yIAEepPXKHUBaHUS ITHKOB
2-0yTUITHAPOKCHAHU301a "
3-0yTUNrUAPOKCHAHU301a Ha

XpoMaTorpaMMe pacTBopa CTaHAAPTHOIO
obpazia OyTHArHApOKCHaHHU30Ma (pa3aes
«Copnepxanue
OYTHITHAPOKCHAHU30MAR).

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykrt coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

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

IlonroroeneHo: Rama ka?\ IMposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoaurens
Maurya ( }_ Amit Kumar —

Reprint Date / ! Reprint Date / Reprint Date / L

Hara: 20.03.2025 Hara: 20.03.2025 Hata: 20.03.2025

Hegistered UTHce: $-2-337, kuad 14U, 5, Baifara Hills, Hyderabad 500031, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCOV4507

www.di redcys.com
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Dr.Reddy’s €<¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laporatories Ltd,
Formulation Unit-6

Vill. Khot, Malagarh Road, Baddi,
Disti. Solan, H.P., 173 205, iMDIA

CEPTUPUKAT AHAJIM3A

Tal - 491 881655 55001-02
wwdrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dxenpecc (keroponax) TabiieTk, Aucneprupyempie B mojoct pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne £ V2500451 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002853111 Date of Analysis / . 20.03.2025

AHaJmTHYecKHH oTueT No JlaTa ananan3za

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

Jara npoM3BOACTB2 TI'ogen po

Mfg. License No. / ) Y

IIponsBoacTBeHHas : MNB/05/263 D nOEEs ; v DE(UOAGO)-(EL=
Homep PY RU)

JIHIeH3HsE Ne

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

Paged4of 9/ Cip.4u3 9

IJ\IV‘oO Test / [loka3arennb Results / PesynsTaTh! Specification / Hopma
3 Average weight / Cpeanss 70.2 mg/70.2 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca ] Ot 67,2 mr o 72,8 mr (70,0 Mr = 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OQHOPOAHOCTL MACChI 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Gomee =+ 10 %;
2/20 tabnetok — He 6onee = 20 %.
4 Disintegration time / 00 min 21 sec / 00 MuH 21 cek Not more than 3 min. / He Gonee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
- CisH13NO3+C4H 1NO; (ketorolac
Unit-2 / Ta61-2 94 tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 105% | 75%  (Q  CisHisNOs*CsHiNOs
i (xeToponaka TpoMeTaMHH) yepe3 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Ta6bn-5 99 %
Unit-6 / Tabn-6 98 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykr cooTBeTcTBYeT TpeboBanmam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Rama kant

Checked by /
[Ipoeepeno: Santosh Kumar

Maurya ’é

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauressb
Amit Kumar

w

=

Reprint Date / \
MHara: 20.03.2025

Reprint Date /
Jara: 20.03.2025

Reprint Date /
Hara: 20.03.2025

v

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CiiN: L85195AP1564PLCO04507

www.drreddays.co

m




Dr.Reddy’s “!‘

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

Vill. Khol, Malagarh Road, Baddi,
Distc. Solai, H.F., 173 205, iNDIA

CERTIFICATE OF ANALYSIS Tal + +91 98165 55001-07
CEPTUD®UKAT AHAJIU3A T
_ www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ IIpoaykt: Keropoa® Ikcnpece (keroposak) TabieTkn, JHCIIeprHpyeMble B OJOCTH pTa, 10 mr B
Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne JVEUCOL O0Bem cepau " 3600000 Tab
Analytical Repourt No/ . 040002853111 Date of Analysis / . 20.03.2025
AHanuTHYecKHH oTyer No Jara anaun3a
Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027
JaTa npoH3BOACTBA I'open no
Mfg. License No. / .
I pousBoacTBenHas . MNB/05/263 A nunibers/ ; JI-Ne(004669)~(PT-
Homep PY RU)
NHIneH3us Ne
Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page50f9/Crp. Su3z 9

by Test / [loka3zaTens Results / PezynbTaThl Specification / Hopma
No
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocThb 710 pm sieve is formed. / O6pa3yetcs
OJIHOPOAHAs CyCNeH3us, MNpoxoasuias
CKBO3b CHTO C pPa3sMEpPOM OTBEPCTHIA
710 MKM.
7 Impurities / Ilpumecn
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / ne 6onee 0,5 %;
ketorolac: / Huxe npenena obnapyxerus (I10
1-ruapokcuananor =0.0010 %)
KeTOopoJlaKa
1-keto analog of ketorolac / 0.02% not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHaNor KeTopoaKa
unidentified impurity / 0.02% not more than 0.5 %; / ne 6onee 0,5 %,;
e AMHUYHAs
HeuaeHTAHUIPOBaHHAS
MIpUMech
total impurities / 0.0475% not more than 1.0 %. / e donee 1,0 %.
CyMMa npumeceit
8 Water content / 2.7% Not more than 7.0 %. /
CopaepxaHue BOAbI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: Ilponykt cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by / Checked by /
ITonrorosieno: Rama kant

IIporepeno: Santosh Kumar

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

Hara: 20.03.2025 Hara: 20.03.2025

M Maurya “ Amit Kumar —
/ : — M/
Reprint Date / o Reprint Date / Reprint Date / Y

Hara: 20.03.2025

Registered Oftice: 8-2-337, Koad No. 3, anjara Hllls, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 30 4800 2999, Emalil: maii@drreddys.com
CIN: L85 195AP1954PLCOU4507

wwaw.drredays.

com




Dr.Reddy’s

\

CERTIFICATE OF ANALYSIS

Tl

CEPTUO®UKAT AHAJIM3A =

www.drreddys.com

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

Vill. Khol, Melagarh Road, Baddil,
Distt. Solan, H.P., 173 205, iNDIA

S Q1546 SEOGT-0Z
oo Sku -\

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

Ipoaykr: Keropon® Jxcnpecc (keroposax) TabieTkH, AMCNeprapyeMble B m0J10CTH pTa, 10 Mr

Market / Poinox :Russia / Poccust

Batch No / ; Batch Quantity / . 3600000 tab /

Cepus Ne S PRdb e O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002853111 Date of Analysis / . 20.03.2025

Ananurndeckuii oryer Ne JlaTa anaam3a

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

JaTa npousBoacTBa T'ogen go

Mfg. License No. / . o

IlpousBoacTBennas : MNB/05/263 ESnumbErs : JILL-No(004669)-(PT -
Homep PY RU)

JHIeH3us Ne

Analysis performed according ND: / Anaan3 nposenen mo HJ/I: JITT-Ne(004669)-(PT'-RU)-190224

Page 6 of 9/ Crp. 613 9

ioo Test / IlokasaTenn Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHu4ecKue pacTBOpPHTEIM
Isopropyl alcohol / 06 pg/tab / Not more than 350 pg/tab. /
H3onponanon 06 mkr B Tabnetke He 6onee 350 Mkr B Tabnetke.

10 Microbiological purity*/ Muxpo6uosornueckast yucrora*

AO3UPOBAHHLIX €AHHUILL

Total Aerobic Microbial not more than 10° CFU/g; /
Count / obuiee uucio NA He 6onee 10° KOE/T;
a3pOOHBIX MUKPO-
OpTraHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / ob61uee uncno NA He 6onee 10?7 KOE/T;
JPONOKEBBIX U TUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 44 Acceptance value (4¥) not more than
OaHopoaHOCTH 15.0 Ilokasarens npuemieMocTd (AV)

JoJpkeH OBITE He 6otee 15,0.

Remarks : The Product conforms to ND/
ITIpumeuanue: ITponykr cooTBeTcTBYET TpeboBaHMaM HJL

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Rama kant [Tpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBonurens
Maurya Fo Amit Kumar /y
2 B I
Reprint Date / T Reprint Date / Reprint Date /
Hara: 20.03.2025 Jara: 20.03.2025 Jara: 20.03.2025

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: L85195AP1584PLCOD4507
www.drredays.com
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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

CEPTUO®UNKAT AHAJIN3A

Te! ; +91 98165 56001-02
www.drreddys.com

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

Ipoaykr: Keropon® Jkcmpece (KeTopoJak) TabJieTKH, JHCNeprupyemMble B MOJOCTH pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne =il O6bem cepun " 3600000 Tab

Analytical Repo‘}'t No/ - 040002853111 Date of Analysis / . 20.03.2025

AnannTudeckHH oT4eT Ne JlaTa ananusa

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

JaTa npoH3BOACTBA T'ogen no

Mfg. License No. / . .

IIpousBoacTBeHHAs : MNB/05/263 MA pumber: / : JIII-Ne(004669)-(PT-
Homep PY RU)

JHneH3us Ne

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

Page70f9/Ctp. 7u39

No

Test / Iloka3zaTenb
Ne

Results / Pe3ynbTaThl

Specification / Hopma

12 Assay / KonuyecTBeHHOe
ompeaeJieHue

9.9mg/9.9mMr
(99.5 %)

From 9.0mg to 11.0 mg of
Ci5H13NO3C4H [ 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr mo
11,0 Mmr Ci15sH13NO3C4H 1NO;3
(keroponaka TpomeramuH) (oT 90,0 mo
110,0 % oT 3asBICHHOIO KOJIMYECTRA) B
TabneTkKe.

13 Butylhydroxyanisole
content / Coaep:xxanue
OyTHIIrMAPOKCHAHU30]1a

0.0989 mg/tab /
0.0989 mr B TabaeTke

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

14 | Package description /
OnucaHne YNaKOBKHU

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 Tabnerox B
6mucrepe u3z (ITA/AJVIID ¢
Bnaronoriorurenem/[12BIT)
donsru // (I15/AJ) donsru. Io
2 6nucTepa BMECTE C JIUCTKOM-
BKITaJ(bIIEM B nauky
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
onmucrepe u3 (ITA/AJI/TID c
snaronoryoturenem/IIOBIT) donsru //
(I13/AJ1) donera. Mo 1 unu 2 6auctepa
BMECTE C JIMCTKOM-BKJIAABIIEM B IAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[Ipumeuanue: IIpoaykT cooTReTCTBYET TpeboBanmuam HJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Hara: 20.03.2025

Hara: 20.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Rama kant IIpoeepeno: Santosh Kumar | Onobpeno: Menemkep / Pykoponutesns
Maurya Amit Kumar L
s —— N —
Reprint Date / L] Reprint Date / Reprint Date / \

Jlara: 20.03.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507

www.drreddys.com




‘. ® Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
C?gg;ﬂggﬁgiﬁﬁgils Tel : 491 98165 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (xeroponak) Tab1eTKH, JHCHEPrApyemMble B OJIOCTH pTa, 10 Mr
Market / Prinok :Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /
Cepun Ne : VeUb ot O0bem cepun " 3600000 Tab
Analytical Repovrt No / - 040002853111 Date of Analysis / - 20.03.2025
Ananuruyeckuii oTuet Ne JlaTa apanu3za

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JaTta npoH3BOACTBA T'ogen xo

Mfg. License No. / ) >
IlpousBoacTBeHHas : MNB/05/263 eSmumnbess/ ; JIII-N2(004669)-~(PX -

Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / Ananu3 nposenes no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Crp. 8 u3 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.
* IIpy BbINMyCKe JIEKAPCTBEHHOrO MpenapaTa KOHTPOJIb Ka4ecTBa Mo NoKa3aTeio « MHKpoOnoornyeckas

YHUCTOTA» NPOBOAUTCH NJISA Kaxkno# 20-oit cepuM, HWiIH AJs1 OHOIi CepHuU B roai, B 3aBUCUMOCTH OT TOro, 4TO
HACTYINHUT paHbLUE.

API name / HaumenoBanne A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaMmuH

INN/ MHH: Ketorolac / Ketoposnak

API manufacturer batch number / ABRH008105

Homep cepun npoussogurens APC:

FP Manufacturer API Batch number /

Howmep cepuu cyGcTaHUNH MPOM3BOAHTEIA FERA00559

TJ1D:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouzsoantenn APC, cTpaHa: I-p Penpu'c Jlabopatopuc 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) /

HanMeHnoBaHuMe, afapec, JIMIEH3US IS -p Pexmu’c Jlaboparopuc Jlta., Uuaus, Ilponssoacteennoe
IIpousBoacTBenHas nmiaowanka / [lnomanka nofpasaenenue-6, Buui. Kxons, Hanarapx Poyn, bapan, Jluctpukr
KOHTPOJsi KavecTBa / Ilnomaska BeIlycKa Conan, X.JI., 173205, Uunusa (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 /

IMpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusm HJJ 3axmouenne: OJJOBPEHO

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

IToarorosneno: Rama kant I[TpoBepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoauresns
x«.llI\ Maurya P Amit Kumar (D
e = [\/ —

Reprint Date / - Reprint Date / Reprint Date / ¥

Hara: 20.03.2025 Hara: 20.03.2025 Jara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

P o
) @ Formulation Unit-6
Dr- Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS )
www.drreddys
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® dxcnpece (keroponak) TaGsieTKH, JACHEPrAPy€eMbIe B IIOJIOCTH pra, 10 Mr
Market / Poinox :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne V2500451 T e— 3600000 Ta6
Analytical Repog‘t No/ . 040002853111 Date of Analysis / - 20.03.2025
AHanuTn4ecKuii oTyer Ne Jlara ananusa ]
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027
JaTa npouzBoacTBa Tomen no
Mifg. License No. / . .
Ipon3soacTBeHHas : MNB/05/263 S DumbeRY g L (003005 =(EIE
Homep PY RU)
JHLeH3usa Ne
| Analysis performed according ND: / Ananus nposeaen mo HJI: JIII-Ne(004669)-(PI-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».

3akiouenne 0 cooTBeTCTBHH: «HacTosImuM s MOATBEPXK/aro, YTO NPHBEAEHHAs BhIle HHPOPMAIIUS SBISETCS
JOCTOBEPHOM M TOYHOM. JTa cepHs NPOAYKIHH IpoM3BeleHa (BKIIOYas YIMaKOBKY (MapKHPOBKY) W KOHTpPOJb
Ka4yeCTBa) Ha BBIICYKAa3aHHONW IPOM3BOJCTBEHHON IUIomaAKe (MJIOIIAAKAX) B IIOJHOM COOTBETCTBHH C
TpeboBanuamH [IpaBuin Haulexaielt MPOU3BOJCTBEHHOM MPaKTHKH EBpaswitckKoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeGoBaHUAME KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaKXe B COOTBETCTBUH CO CIIEIM(UKAIUAMHE, COACPKAIUMIECS B PETHCTPAIIMOHHOM J0OChE CTPAHBI-UMIIOPTEPA.
3amucH 110 IIPOU3BOJICTBY, YNIAaKOBKE U aHAJIU3Y IIPOBEPEHEL, M YCTAHOBIEHO HX COOTBETCTBHE TpeGoBaHmsM IIpaBun
HajUIeXKaleH IPOU3BOICTBEHHOM NTpakTUKH EBpazuiickoro SKOHOMHYECKOTO COI03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IponykT coorBeTcTBYeT TpeboBauHam HJJ 3aknawuenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Rama kant IIpoeepeno: Santosh Kumar | Omobpeno: Menemkep / PykoBoauTesns

M Maurya .?:;y Amit Kumar =

" — \ ."I;\(I--'/-

Reprint Date / e Reprint Date / Reprint Date / Y
Hara: 20.03.2025 Hara: 20.03.2025 Hara: 20.03.2025

Registered Ottice: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC0O04507
www.drreddys.com



