Dr.Reddy’s “:‘

Dr. Reddv's Laboratories Ltd,
Formulation Uiiit-6
Vill, IKhol, Natagarh
CERTIFICATE OF ANALYSIS !?istt. S}oian’: P, 175 205, Dis,
CEPTHOHKAT AHAJIN3A i 2

WL drreddys.cor

S UL WG RV AR S

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Ipoaykrz Keropoa® Jxenpece (keropoJiak) Ta61eTKH, AHCIEprApyemMble B OJIOCTH pia, 10 Mr

Market / Prinox

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus N2 & V250071 O6nbeM cepun " 3600000 tab

Analytical RepoE't No/ . 040002901870 Date of Analysis / . 94.04.2025

AnanuTiecknii oTuer Ne JaTa anannza

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

Jara npousBoacTsa Toxen xo

Mfg. License No. / ) o

IIponsBocTBEHHAS : MNB/05/263 MIASHUmb x| g Ale(005662)(ERS
Homep PY RU)

JHueH3us Ne

Analysis performed according ND:

/ Ananns nposened o HJI: JITI-Ne(004669)-(PT-RU)-190224

Page10of9/Crp.1m39

tablets with "|" debossed on one
side. / Kpyrnsie niockue
TabneTKy ¢ $ackoi, cBeTI0-
XKEJITOTO LIBETA C IPAaBUPOBKOM

«!» Ha oxHol cTOpOoHE.

I}? Test / ITokazaTesnb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "[" debossed on one side. / Kpyrisie
ninockue Tabnetkd c ackoif, cBetio-
KeJITOr0 1BETa C IpaBUpOBKOW «l» Ha
OIIHOM CTOpPOHE.

2 Identification / UnenTudpnkanus

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 MOIIOLUIEHU
HCIBITYEMOTO  pPacTBopa M pacTBopa
cTaHmapTHoro ofpasna  KeToponaka
TpOMeTaMUHa JIOJDKHBI UMETh
MaKCUMYMBl NIpU OAHOH H TOH K& JIHHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akimouenne: OJOBPEHO

Prepared by /

IMoarororneno: Ramakant

v

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoaureis

Amit Kumar 1
/\/ __/

Reprint Date /

Jata: 24.04.2025

Reprint Date /
JlaTta: 24.04.2025

Reprint Date / |
Hara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hvderabad - 500634, Teiangana, India
Tel: +91 40 4900 2909, Fox: +91 40 4900 2999, Email: maii@drreddys.corm
CIN: LRS195APIS8IPLCO04507

www.diredays.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddv's Lanoratories Ltd.
Formuiation Unit-6

Vill. Khol, Nzlegarh Road, Eaaai,
Disit. Solan, H.F., 173 205, I DiA

CEPTUDPUKAT AHAJINU3A

Jel: +91 921565 55001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr 2 Keropoa® Dxcnpecc (keToposiak) Ta6/1eTKH, XHCIEPrHpYeMble B M010CTH pTa, 10 mr

Market / Poinox :Russia / Poccusg

Batch No/ ) Batch Quantity / 3600000 tab /

Cepus N2 3 V2500510 O6bem cepHH " 3600000 Tab

Analytical Repourt No/ . 040002901870 Date of Analysis / . 24042025

AnajgutHieckuii oTuer No JaTta anann3za

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

Jara mpoussoacrea T'onen go

Mfg. License No. / . .

Ilpon3BoACTBEHHAN : MNB/05/263 M numbersy| g S EN(004660)=(RIk
Homep PY RU)

JHIeH3un No

Analysis performed according ND:

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

Page2 of 9/ Crp. 2 n3 9

No

Test / [Toka3aTennb
No

Results / PesyabTaThl

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 yInepXMBaHHSA
OCHOBHOr¢ IHKa Ha XpoMmaTorpaMmme
UCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BPEMEHH YIEP)KUBAHUA
OCHOBHOIO NHMKa Ha XpoMaTorpaMmme
pacTeopa CTAHAAPTHOTO obpa3ua
KeToponaka  TpoMeTaMuHa  (pasfen
«KonuuecTBEHHOE ONpPENEICHUEY).

Remarks : The Product conforms to

ITpumeuanue: [IpoaykT coorsercTByeT TpeboBanusam HJI

ND/ Conc

lusion : APPROVED /

3axmouenne: OJIOBPEHO

Prepared by /
Ionrororieno: Ramakant

Checked by /

IMposepeno: Pardeep Kumar | Ono6

Approved by: Manager/Executive /

peHo: MeHemkep / PykoBoauTeb

Kumar /\/;

N
Reprint Date / '

Hava: 24.04.2025

y .t

C2L~ 3 Ami
Reprint Date / Repri
Jlara: 24.04.2025 Jaa:

nt Date/ '

24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 00034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1.984PLC004507
www arreduys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Malagarh foad, Baddi,
H.B, 173205, iMDis

n

il
’

Distt. Soia

CEPTUO®UKAT AHAJIN3IA

Tal « +97 $2166 55001-02

areecic

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykrz Ketopon® Jxenpece (keroponax) Tabnerin, AHCHEprupyemMbple B M0J0CTH pia, 10 Mr

Market / Prinok

:Russia / Poccus

Batch No/ ) Batch Quantity / ~ 3600000 tab /
Cepus N2 8 V2500819 O6BeM cepun " 3600000 Tab
Analytical Repo:'t No/ - 040002901870 Date of Analysis / . 24.04.2025
AHannTHYeckHii oTyer Ne Jara ananu3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

| laTa npousBoicTea I'onen xo
Mifg. License No. / . 3
IIpon3BoACTBEHHAsS : MNB/05/263 MA number: / g HIIENAOOAGOD)R (RIS

Homep PY RU)

JuneH3nsi Ne

Analysis performed according ND:

/ Ananuz nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 u39

‘1;.00 Test / IlokazaTennb Results / PesyabTaTst Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpoxcuaruzon 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). / Bpewmena
yIepKUBaHUSA MTUKOB
2-6yTIITHAPOKCHAHH30IA U
3-6yTUNTHAPOKCUAHU30.1a Ha

XpoMaTorpaMme HUCIBITYEMOI'O pacTBOpa

JIOJDKHBL ~ COOTBETCTBOBAaTb BpeMeHaM
yaep)KUBaHUS MUKOB
2-6y TUITHIPOKCHAHU301a u
3-6GyTUNrHIpOKCHaHU301a Ha

XpOMaTorpaMMme pacTBopa CTaHAApTHOIO
oOpasla Oy TUNIrApOKCHaHU301a (pasaen
«Conepxanue

6y TUIrHAPOKCHAHM30TIaR).

Remarks : The Product conforms to

ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusm HJJ

ND/ Conc

3akn

lusion : APPROVED /
wuyenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosyeHo: Ramakant IMposepeno: Pardeep Kumar | Opgobpeno: Menemxep / PykoBoauresib
Amit Kumar L
Reprint Date / ' Reprint Date / Reprint Date/ |
Jara: 24.04.2025 Jara: 24.04.2025 Jara: 24.04.2025
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Tejangana, India

Tel: +G1 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: LRE195APLS84PLCLOA507
ww v.drredays.com




Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

es Licl,

Ur. Readv's Laborator
formuiation Unit-6

Vil haot, T

Disti. Solan, WP, 17 MDA,

CEPTUO®UKAT AHAJIU3A I TEIA G TR RS

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxrz Keropon® Dxcnpece (keropoaax) TabaeTk, Jucneprupyemsie B nosocru pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No/ . Batch Quantity / ~ 3600000 tab /

Cepus N2 - V2500719 O6beM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002901870 Date of Analysis / . 24.04.2025

AHajuTHYeCKuH oT9eT Ne - Jarta apanunza

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

Jarta npou3BojacTBa T'omen po

Mfg. License No. / . .

Ilpon3BoAcTBeHnAs : MNB/05/263 L mbenid ; SHIENS(0569) (R
Homep PY RU)

Jaumen3us Ne

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

Page 4 of 9/ Crp. 4 m3 9

ioo l Test / IlokasaTenb Results / PesynbTaThi Specification / Hopma
3 Average weight / Cpenusist 68.3 mg/ 68.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca . 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 %;
OXHOPOAHOCTL Maccehbl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oomee =+ 10 %;
2/20 tadbnetok — He Gonee = 20 %.
4 Disintegration time / 00 min 12 sec / 00 MuH 12 cex Not more than 3 min. / He 6onee 3 muH.
PacnapaemocTb
5 Dissolution / PacTBopenne Unit-1 / Tabn-1 96 % Not less than 75% (Q) of
. Ci5sH13NO3*C4H 1NO3 (ketorolac
Unit-2 / Ta6n-2 ok tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6bn-3 96 % 75 % Q) Ci5H13NO3*C4H 1 NO;3
) (KeToponiaka TpOMeTaMuH) yepe3 15 MHH.
Unit-4 / Tabn-4 102 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
ITpumeuanue: [IpomykT cooTBeTCcTBYET TpeboBannsam HJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / Checked by /
[Moarororneno: Ramakant

[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauresb

Amit Kumar “
/\/ -

Reprint Date /
Hara: 24.04.2025

Reprint Date /
Hara. 24.04.2025

Ao il

Reprint Date / '
Jara: 24.04.2025

Registered Office: 8-2-337, Road Mo. 3, 3an
Teol: +91 20 4900 2909, Fax: +91 40 4800 2992,

CiN: LBEI9EAPL

jara Hills, Hyderabad - 500034, Teinizana. india

C

Email: mail@drraddys.corn

.
[al

IPLCH0AS07

wwe di reduys.coin




Dr.Reddy’s €3¢

Dr. Reddv's Laborator
Formulation Unit-6

jes Ltg.

Vill. Khoi, Nalagarh Road, Badd,
CERTIFICATE OF ANALYSIS  D'sti Sofai, 11 172 205, (104
CEPTUDHKAT AHAJIU3A Tel s 455 38166 Soubivs
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrz Keropon® Dxcnpece (keToposak) Ta6aeTKH, JHCNeprHpyevble B MOJOCTH pTa, 10 Mr R
Market / Poinox :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne i O6bem cepin " 3600000 Tab
Analytical Repovrt No/ - 040002901870 Date of Analysis / - 24.04.2025
AHajgurwieckni oruer No JlaTa ananu3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npou3BoJcTBa T'onen o
Mfg. License No. / . o
IIpou3BoAcTBEeHHAS : MNB/05/263 DA mumbersH/ : JIII-Ne(004669)-(PT-
Homep PY RU)
JHIeH3us Ne

Analysis performed according ND: / Ananun3 nposeaen no HJI: JIT-Ne(004669)-(PT-RU)-190224

Page 50f9/Crp. Su3 9

1;.:) Test / [Toka3zaTennb Results / Pe3ynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / Ob6pasyercs
ONHOPOIHAS CYCIIEH3Us, MPOXOAALIAst
CKBO3b CHTO C pPasMEpPOM OTBEPCTHH

710 MxM.
7| Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruppokcuasaior

Below LOQ (LOQ = 0.0032 %)

/ Hixe npenena

KOJMM4YE€CTBEHHOI'O OnpeacacHuA

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

CopnepxaHune BOAbI

KeTopojaka (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / "e 6oxee 0,8 %;
1-KeToaHAJIOT KeTOpoJiaKa
unidentified impurity / 0.02% not more than 0.5 %; / "e 6o1ee 0,5 %,;
eNMHUYHAS '
HeuaeHTUGUUHPOBAHHAS
npHMech
total impurities / 0.1% not more than 1.0 %. / He 6osee 1,0 %.
cyMMa npumecen

8 Water content / 2.5% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/

[Tpumeuanue: IIpoaykT coorBeTcTBYET TpeOoBanuam HJI

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

dulsd

Checked by /
ITpoeepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauresib
Amit Kumar -

N —

Reprint Date /
Jara: 24.04.2025

Reprint Date /
Jlara: 24.04.2025

Reprint Date / |

Hura: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500634, Teinngana, lndin
Tel: 291 40 4500 2909, Fax: +91 40 4000 2999, Email: maii@drreddys.com
CIN: L5195AR 1984PLCONA507

www.drreduys.com




Dr.Reddy’s ‘;’a

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formuliation Unit-6

Vill, Khoi, Malagarh Soad, Baddi,
Disit. Solan, H.P, 173 205, iDis

CEPTH®UKAT AHAJIM3A (20091 50100 500ui-0n

Product . Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Ketopoa® Dxcnpece (keToponak) TabaeTkH, HCIePrHpyeMble B IIOJIOCTH pra, 10 Mr

Market / Poinox :Russia / Poccus

Batch No/ ) Batch Quantity / 3600000 tab /

Cepus N2 § V2500719 O61bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002901870 Date of Analysis / . 24042025

AHanurHiecknii oTuyeT No JlaTa ananuza

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027
Jlata mpousBoACTBa T'onen oo

Mfg. License No. / . .

IponssojicTBeHHANA : MNB/05/263 VIO X : I ((0E66) (e

Homep PY RU)
JAneH3us No

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

Page 6 of 9/ C1p. 6 M3 9

‘1;.00 Test / [lokazaTens Results / PesyabTaTthl Specification / Hopma
9 Residual solvents / OcTtaTouHble OpraHM4ecKHe pacTBOPHTENH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
H3zonponaHon 6 MKr B Tabnerke He 6onee 350 mxr B Tabetke.
10 Microbiological purity*/ Mukxpo6uonornueckas yuctora*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / obiee 4uciIo NA He 6onee 10° KOE/r;
a3poOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10* CFU/g; /
mold count / ob1ee YncIo NA He 6osee 102 KOE/r;
JIPO3OKEBBIX U TUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OoTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 9.0 Acceptance value (4V) not more than
OaHopoaHOCTH 15.0 Tloka3artenb npremiueMocTtu (4V)
AO3UPOBAHHBIX SAHHMIL JomkeH ObITE He Oonee 15,0,

Remarks : The Product conforms to ND/

[Tpumeuanue: [IpoaykT cooTBeTcTBYeT TpebopaHusM HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosieHo: Ramakan

5

Checked by /
IIporepeno: Pardeep Kumar

~f—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Amit Kumar A

——

Reprint Date /
Jlara: 24.04.2025

Reprint Date /
Hara. 24.04.2025

Reprint Date / '

Jlara: 24.04.2025

Registered

ffice: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 560034, Teiangana, India
Tol: +91 40 4990 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85 195AP1984PLCOO4507

wwiw.drredays.com



Dr.Reddy’s !':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboraicries Ltd
Formulation Unit-6
vill. Khol, Malagarh Roaa, Eaddi,

Disit. Solan, H.P., 173 205, iHDIA,

CEPTUO®UKAT AHAJIN3A

- PR L T =h o <2 an I et
1200 Y4 5eloD Souuitua

LCOMm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrs Keropos® Dkenpece (keToposax) TabaeTKH, AUCHeprapyemble B H0J0CTH pTa, 10 Mr

Market / Prinox

:Russia / Poccus

Batch No/ - V2500719 Batch Quantity / 3600000 tab /
Cepus N2 ' O6bem cepun " 3600000 Tab
Analytical Report No/ - 040002901870 Date of Analysis / . 24.04.2025
Ananurmiecknii oTyer Ne Jara anannsa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npousBoacTsa I'omeH no
Mfg. License No. / . .
IlpousBoAcTBEHHAS : MNB/05/263 MA number: / SR (00669) (I
Homep PY RU)
Junen3usi Ne

Analysis performed according ND: / Anasnn3 nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 7 0f 9/ Crp. 743 9

No |

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / ITo 10 Tabnetox B
6mucrepe uz (IJA/AJIVIID ¢
Bnaronornorurenem/[19BII)
tonsru // (I13/AJ]) bonsru. Io
2 Gauctepa BMECTE C JUCTKOM-
BKJIaIbIIIEM B rnayky
KapTOHHYIO.

Ne Test / [TokazaTenb Results / PesyabTaTbl Specification / Hopma
12 Assay / KonuyecTrBeHHoOe 9.7mg/9.7 Mr From 9.0mg to 11.0 mg of
ompenejeHue 97.1 %) C1sH13NO3*CsH 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
1 1,0 Mr C|5H13NO3°C4H11NO3
{kcToponaka TpoMmetaMuH) (oT 90,0 o
110,0 % OT 3asBNEHHOT0 KOJIMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0945 mg/tab / Not less than 0.042 mg/tab. /
content / Coapepxanue 0.0945 mr B TabneTke He menee 0,042 mr B TabneTke.
OyTM/ITHAPOKCHAHN30J1a
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

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTok B
onucrepe u3 JIA/ATVITD c
pnaronornotuteneM/TIOBIT) donsru //
(IT3/AJ1) doneru. o 1 unu 2 6auctepa
BMECTE C JIHCTKOM-BKJIQJbILIEM B MauKy
KapTOHHYIO.

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

Conclusion : APPROVED /
3axnyenne: OJOBPEHO

Prepared by /
INoarorosinedo: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBoguresnb
Amit Kumar [\ A

ol
Reprint Date /

Jara: 24.04.2025

Reprint Date /
Hara: 24.04.2025

Reprint Date / !

Jlara: 24.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indis

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drreddys.cori

CiN: L85195AP1584PLCO04507

wwwv.diredays.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; 491 98166 56001-02

www drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoaykr: Keropoan® Jxenpece (keroposiak) TabaeTkH, ABCHEprupyemble B H0JI0CTH PTa, 10 mr
‘Market / Poinox :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne - V2500719 O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002901870 Date of Analysis / . 24042025
_AHaTHTHYeCKHH 0T4YeT Ne o Jara aHaju3a
Date of Ma‘nufacture / - 04/2025 Date of Expiry / . 03/2027
| JlaTa npoH3BoACTBA I'ogen 10
Mifg. License No. / . .
IIpousBoacTBeHHAst : MNB/05/263 MA number: / . JIKE-N2(004669)-~(PT-
Homep PY RU)
JHIeH3us Ne
 Analysis performed according ND: / Ananus nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page80of 9/ Crp. 8 13 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 BhINYCKe JIEKAPCTBEHHOTO MPeNnapaTa KOHTPO/Ib Ka4YecTBa Mo nokasarenio «MukpobHosornyeckas
YHCTOTA» MPOBOAUTCS A5 KaxI0ii 20-0ii cepum, MR AJIsl OAHOM cepUH B Iol, B 3aBHCHMOCTH OT TOr0, 4TO

HACTYNUT paHbLUIE.

API name / HaumenoBanue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

TJI®:

Homep cepnn cy0cTaHIHH IPOU3BOAHTENS

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH009670
Homep cepun npoussoauteas ADC:
FP Manufacturer API Batch number /

FESA00031

API Manufactured by & country /
Hponspoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc JIta., Maaus

site /

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

HaumenoBaHue, aapec, JHIECH3HA A5
IponseoacTBenHas miomanka / Ilnomaaka
KOHTPOJs KadecTBa / Ilnomanka BeIIYCKA

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pennu’c Jlaboparopuc JIta., Manus, [lpoussoacTeeHHoe
noapasnenexue-6, Bumi. Kxons, Hanarapx Poyn, banau, Jluctpukr
Conan, X.I1., 173205, Unausa (nuuensus 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/
IMpumeyanue: IIpoayKT cooTBETCTBYET TpeboBanuam H/J

Conclusion : APPROVED /
Zaxkmouenune: OJJOBPEHO

Prepared by /

IMoarorossieno: Ramakant

Checked by /
IporepeHo: Pardeep Kumar

=

Approved by: Manager/Executive /
Opnobpeno: Menerpxep / PykoBoauTeIb
Amit Kumar ;

.f{\" et

Reprint Date /
Jara: 24.04.2025

0L

Reprint Date /
JHara: 24.04.2025

Reprint Date /
Jara: 24.04.2025

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
CEPTHO®PHEAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
poaykr: Keropoa® Ikcnmpece (keroposax) Tabuierin, aucneprupyemsie B NOJI0CTH PT4, 10 mr
Market / Poisok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne s 0T O6beMm cepun " 3600000 Tab
Analytical Repovrt No/ . 040002901870 Date of Analysis / . 24.04.2025
AHaguTHdeckHi oTuer Ne L JlaTa ananusa
Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2027
Jara npoM3BoacTBa I'open o
Mfg. License No. / . .
1t DS — - MNB/05/263 MA number: / , JI0-Ne(004669)-(PT-
Homep PY RU)
Junen3us Ne
Analysis performed according ND: / Anaans nposenes no H/I: JII-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».

3aKI09eHne 0 coOTBeTcTBHH: «HACTOSIMIM 5 HOATBEPK/AIO, YTO IPHBEACHHAA BBINIE HHPOPMAIHS SIBISETCS
JIOCTOBEPHOH M TOYHOM. DTa cepus HPOAYKIHH MPOHM3BEACHA (BKIIOYAs YIAKOBKY (MapKUpOBKY) W KOHTDPOJIb
KauecTBa) HA BBIIEYKA3aHHON IPOM3BOJCTBEHHON IUIOmazKe (IMIIOMAAKax) B IOIHOM COOTBETCTBHH C
TpeboBanuaMHU [IpaBui HaIeXKauleld NPOU3BOJACTBEHHON NMPAKTUKK EBpasHiCKOro S5KOHOMHYECKOI'O CO03a (No
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeboBaHUAMU KOHTPOJISE KaUuecTBa JICKApCTBEHHBIX CPENCTB,
a TAK)Ke B COOTBETCTBHM CO CIENH(DUKALUIME, CONCPXKAMIUMHUCA B PECHCTPAITHOHHOM JIOChE CTPAHbI-UMIIOPTEPA.
3amucH 10 IPOM3BOCTRY, YIIAKOBKE M aHAH3Y IPOBEPEHEL, U yCTAHOBJIEHO HX COOTBETCTBHE TpeOoBaHUMM [IpaBu
HaJexarell npou3BOACTBEHHON NPaKTUKH EBpasuicKoro 3KOHOMHUYECKOTO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cootBeTcTBYET Tpebopanusm H/I 3axmwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosieno: Ramakant ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoaurensb

UJ—- ! Amit Kumar . -

)9 ol N

Reprint Date / " Reprint Date / Reprint Date / :
Jara: 24.04.2025 Jara: 24.04.2025 ara: 24.04.2025
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