Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulaticn Unit-6

Viil. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C01-02

CEPTUPUKAT AHAJIM3A

vww.direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Keropon® Jxcnpece (keTopoak) Ta6aeTkH, JHcreprapyembie B m0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepusa Ne ALy O6nem cepiu " 3600000 Tab

Analytical Repo:’t No/ . 040002734212 Date of Analysis / . 9911.2024

AHaguTHYecKHi oTueT No JlaTa anajm3a

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

Jara npousBoacTBa T'onen no

Mfg. License No. / . )

Ilpou3BoAcTBeHHAS : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-
Homep PY RU)

JAnes3us Ne

Analysis performed according ND: / Anaau3 nposexen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Pagel of 9/Crp.1 w39

tablets with "|" debossed on one
side. / Kpyriele miockue
TabaeTku ¢ packo, CBETIO-
JKENTOro L(BETA C [PaBUPOBKOIi
«» Ha OHOM CTOPOHE.

iﬂo Test / [ToxazaTenb Results / PesynbTaThl Specification / Hopma
1 Description / Onncanue . Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrnsie
mnockue Tabnetku ¢ Qackoif, cBetno-
XKeITOro IBeTa C TpaBMpOBKOH «l» Ha
OAHOM CTOPOHE.

2 Identification / UaenTudukanus

Ketorolac / Kemoponak

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-criekTpsl NOMIOIEHU
HCTILITYEMOTO  pacTBOpa M pacTBopa
cTaHgapTHOro  ofpasna  KeTopoJlaka
TpoMeTaMHHa JOSDKHBI AMETh
MaKCHMYMBbI TPU OJHOI U TOH Xe JJIHE
BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusM HJT

3aknwuenune: OJJOBPEHO i

Hara: 22.11.2024

Jara: 22.11.2024

Prepared by / Checked by / Approved by: Manager/Execitive /|
IMoarorosieHo: Santosh Kuma IIpoeepeHo: Pa\,l_rgan Kumar Ono6peHo: Menemkep / Pykproantyib
Maurya _@ p )P Abhishek Chauhan /] 8

= L_,/‘
Reprint Date / Reprint Date / Reprint Date /

Jlata: 22.11.2024

Registered Cffice: 8-2-337, Road No 3, Baniara Hills, Hyderabad - 500034, Telangana, India

Tel. +81 40 45¢C

2500, Fax: +91 40 4200 2299, Email: mall@drraddys.com

CIN: L85195AP1954PLCO04207
wiww.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUPUKAT AHAJIMU3A

www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Ketopoa® Jkcnpece (keropoaax) Tafi1eTKH, AHCIEPrHpYeMble B IOJOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne ¥ UEREEED OG6BeM cepHH " 3600000 Tab

Analytical Repo“rt No/ . 040002734212 Date of Analysis / . 99112024

AHaauTHYeCKHH 0T4YeT No JlaTa aHaJamu3a

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

Jara npousBoacTBa T'ogen oo

Mfg. License No. / . .

IlpousBoacTBeHHAN : MNB/05/263 MIA musbee / : JIENG(004652)=(PIE
Homep PY RU)

JHneH3us Ne

Analysis performed according ND:

/ Ananus nposened mo HJI: JII-Ne(004669)-(PT'-RU)-190224

Page2of 9/Crp.2 39

No

Test / [ToxasaTennb
No

Results / PesyabTaTsl

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). / BpeMms ynepxuBaHus
OCHOBHOTO [HMKa Ha XpoMaTorpaMmme
HCIIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKHUBAHUS
OCHOBHOr0 [IHKa Ha XpOMaTrorpaMme
pacTBopa CTaHAapPTHOTO obpasua
KeTopojiaka  TpoMeTaMHMHa  (paszen
«KonuyecTBeHHOE OIpENEIICHUEN).

Remarks : The Product conforms to

ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHuam HJI

ND/
Sakna

Conclusion : APPROVED /

wuenne: OJJOBPEHD |

Prepared by / Checked by / Approved by: Manager/Exgcutive / -
Honarorosneno: Santosh Kuma IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykosonujess
Maurya rigx ,..J]" Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Hara: 22.11.2024 Jara: 22.11.2024

Registerad 2ffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +61 40 4500 2500, Fax: +81 40 4800 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04307
www.drreddys.com




Dr.Reddy’s ‘;‘.

CERTIFICATE OF ANALYSIS Tel81 98

Dr. Reddy's Laporatories Lid
Formulation Unit-6
Vil iKhol, Malagarh Read, Bacidii,

Disth. Solan. H.P, 173 205, INDiA

CEPTUPUKAT AHAJIM3A

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopoa® Ikcnpece (keToponak) Taf/ieTKH, ANCAEPrUpyeMble B N0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne VS O6beMm cepuu " 3600000 Tab

Analytical Report No/ . 040002734212 Date of Analysis / . 92.11.2024

AHauuTHYecKH# oTueT Ne Jara aHanusa

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

JaTa npoU3BOACTBA T'open go

Mfg. License No. / . .

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

JauueH3ust Ne

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

Page30f9/Crp.3 u3 9

No

IMpumeuanue: IIpoaykt coorseTcTBYET Tpebosanusam HJI

3aka

No Test / IlokasaTenb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneuopoxcuanuzon 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
yAepKUBaHHSA TTVKOB
2-6yTHATHAPOKCHAHU30J1A U
3-6yTWITHIPOKCHAHN30TIa Ha
XpOMaTorpaMMe HCIBITYeMOro pacTBOpa
IODKHBI  COOTBETCTBOBATH BpPEMEHaM
yAEPKUBAHHS MIUKOB
2-6yTWITHAPOKCHAHN30J1a 7}
3-6yTHITHOPOKCHAHU30]1a Ha
XpoMmaTorpaMMme pacTBopa CTaHAapTHOIO
obpasia SyTuaruapokcHaHu3oa (pasaen
«Lupepmanne
OYTUATHAPOKCHAHU301a»).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

wuenue: ONOBPEHO 5

Prepared by /
[ToarorosneHo: Santosh Ku}\'

Checked by /
IIpoeepeHo: Pgwan Kumar

Approved by: Maualg,er}]:xe utive /f
OnobpeHo: Menemxep / Py OBOJIMTENE

Maurya [ 4 s Abhishek Chauhan
Al -

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Hara: 22.11.2024 Hara: 22.11.2024

Ra
i

tills, Hydarabad -

, Emaili

B I AW ITITRLIRS PPy
ral@drreddys.

506034, Taianzang, Inain

U




Dr.Reddy’s ‘;."

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

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

CERTIFICATE OF ANALYSIS Tel 1 491 98165 56001-02

CEPTUOHEKAT AHAJH3A s direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropoa® Dkcnpece (keToponak) Tabaerk, Anciepriupyembie B M0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccns

Batch No / _ Batch Quantity / 3600000 tab /

Cepusi Ne § VEATo0 O6bem cepun " 3600000 Tab

Analytical Repo:’t No/ - 040002734212 Date of Analysis / . 92112024

AHanHTHYeCKHI oTyeT No JlaTa ananu3za

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

JlaTa npousBojcTBA I'ogen no

Mfg. License No. / . o

IlpousBoacTBeHHAN : MNB/05/263 MA number: / ; JIII-Ne(004665)-(PT-
Homep PY RU)

aunenius Ne

Analysis performed according ND: / AuaJjin3 npoBeieH 1o H: JII-Ne(004669)-(PT-RU)-190224

Page40f 9/ Crp. 4 n39

No

Ne Test / [lokasaTenb Results / Pe3yabTaThl Specification / Hopma
3 | Average weight / Cpeansas 68.8 mg / 68.8 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca ] Ot 67,2 Mr 10 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OaHOpOIHOCTHL MACChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oonee =+ 10 %;
2/20 tabnetok — He 6omnee + 20 Y.
4 Disintegration time / 00 min 43 sec / 00 muH 43 cex Not more than 3 min. / He 6onee 3 Mum.
PacnapaemMocts
5 Dissolution / PacTBOpenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. Ci5sH13NO3+C4H(NO; (ketorolac
Biniif=2) /a6 2k tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 99 % 75 % Q C15H13NO3CsH1NO;
. (keToponaka TpOMeTaMHH) yepe3 15 MuH.
Unit-4 / Tabn-4 103 %
Unit-5 / Tabn-5 103 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanwe: IIpoaykT cooTBeTCTBYET TpeboBanuam H/T 3akmouenune: OJOBPEHQ -l
Prepared by / Checked by / Approved by: Manager/Exefutive
IMoaroroeneHo: Santosh Kumar [poeepeHo: Pawan Kumar Onobpeno: Menemxkep / Pykoponmjests—
Maurya / ’E Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.11.2024 Jara: 22.11.2024 Jara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 25800, Fax: +91 40 4300 2999, Email: mail@driaddys.com
CIN: L85195AP1984PLCO0AE0T

wwahwdrieddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tol : +91 68166 56C01-02

CEPTUOPUNKAT AHAJIM3A

www.direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ponykr: Ketopon® Jxcnpece (keTopoagak) Tab/ieTKH, AucHeprupyemMblie B I0JOCTH PTa, 10 Mr

Market / Poinok

:Russia / Poccus

Batch No / ' Batch Quantity / 3600000 tab /

Cepus Ne HHE0etD O6bem cepun " 3600000 Tab

Analytical Repo:t No/ . 040002734212 Date of Analysis / © 99.11.2024

AHaTHTHYecKHil oTueT Ne JlaTa anammza

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

Jara nponzBoacTBa T'ogen po

Mfg. License No. / . o

Ilpon3BoAcTBeHHAs : MNB/05/263 MA number: / : JIII-Ne(004669)~(PT-
Homep PY RU)

Junen3us Ne

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

Page50f9/Crp.Sm3 9

i.f Test / Iloka3aTens Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocThb 710 pm sieve is formed. / O6pasyercs
OHOPOJHAsE CYCHEH3Ms, NPOXOAAIAsA
CKBO3bL CHTO C pPa3MepoM OTBEpCTUi
710 MKM.
7 Impurities / IIpumechn
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / ue 6omnee 0,5 %;
ketorolac: / Huxe npenena o6xapyxenus (I10
1-rugpoKCcHaHanor =0.0010 %)
KeTOpOoJIaKa
1-keto analog of ketorolac / 0.02% not more than 0.8 %; / e 6onee 0,8 %;
1-KeToaHaIOr KeTOpOoJIaKa
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eIVMHUYHAsA .
HenaeHTHHUIHPOBaHHAS 0.02%
MpHUMeEChH
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa IpHMeceH
8 Water content / 2.8% Not more than 7.0 %. /
ConepkaHue BOAbI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: [Ipoaykr cooTBeTcTBYeT Tpebosanuam HJI

Saka

Conclusion : APPROVED /

1ouenue: OJJOBPEHO [}

Prepared by /
[Toarorosneno: Santosh Kumar

Checked by /
IIposepero: Pawan Kumar

Approved by: Manager/Executiv
Onobpeno: Menemxep / Hykoroayrensb

Maurya ( Abhishek Chauhan s
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.11.2024 Hara: 22.11.2024 Hara: 22.11.2024

Registerad ffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2500, Fax: +61 40 4300 2599, Email: mail@drrzddys.com

CIN: L85185AP1584PLCA04E07
wwwy arreddys.com




Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, i1.P., 173 205, INDIA
Tol : +91 98166 56001-02
www. diteddys.com

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

Ipoayxr: Ketopoa® Dxenpecc (keTopoak) TabiieTkH, AHCHEprupyemMbie B MoJocTa pra, 10 mr

Market / Peinox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusi Ne VSRR O61em cepun " 3600000 Tab

Analytical Repo:'t No/ . 040002734212 Date of Analysis / . 9211.2024

AHanuTHuecKHii oTueT Ne JaTa anaausa

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

JaTa nponssojicTsa T'open go

Mfg. License No. / . o

IlpoussoacTBenHas : MNB/05/263 SNmumben: 4 : JIIL-Ne(004669)-(PT-
Homep PY RU)

JHIen3sus Ne

Analysis performed according ND: / Anauu3s npoeaen no HJL: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 w39

1;00 Test / [loka3aTe/ib Results / Pe3yabTaTnl Specification / Hopma
9 Residual solvents / OcTaTouHbIe OpraHu4ecKHe pacTBOPHTEIH
Isopropyl alcohol / 5 pg/tab/ Not more than 350 pg/tab. /
H3zonporniaHon 5 Mkr B TabneTke He 6onee 350 MKr B TabJeTKe.
10 | Microbiological purity*/ MukpoGuo/ioruueckast 4ueTora™
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ob1iee yucio NA He 6onee 10° KOE/T;
a3p0oOHBIX MHKPO-
OpraHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / obiree yucio NA He 6onee 10> KOE/T;
JPOXOKEBBIX U IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 | Uniformity of dosage units / 10.1 Acceptance value (4¥) not more than
OauopoaHocTh 15.0 Tokasarens mpueMiIeMOCTH (A V)
ADIMPORAHHRIY SAWHUIL momxernt OLITL 1o Oonee 15.0.

Remarks ;: The Product conforms to ND/

ITpumeuanue: ITpoaykr coorBeTcTByeT Tpeboranusam HJI

Conclusion :
3akayenne: OJOBPEHO

APPROVED /

Prepared by / Checked by / Approved by: Manager/Execfitive /

IMoaroroeneno: Santosh Kumar Ipoeepeno: Pawan Kumar Ono6peno: Menemkep / PyKOBoAHTRIIb

Maurya C ,T) Abhishek Chauhan 1~
= et = e

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Jara: 22.11.2024 Hara: 22.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 1500 2500, Fax; <61 40 43060 2899, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04E07
www. drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56C001-02

CEPTUHO®UKAT AHAJIN3A

www.diteddys.coim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Keropoa® Ixenpece (keropoiak) TaGiaeTkH, AHCIeprupyemMble B NOJIOCTH prTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne RS O0neM cepun © 3600000 Tab

Analytical Repovrt No/ - 040002734212 Date of Analysis / . 9911.2024

Ananurnyeckuit oruet Ne JlaTa anann3za

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

Jara npounsBoacTaa Togen no

Mfg. License No. / . o

IIpon3BoacTBeHHAs : MNB/05/263 S numBber: ; JHI-Ne(004669)-(PT-
Homep PY RU)

JHNeH3Hs No

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

Page 70f9/Cip. 7 u39

Onucanue YHaKoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6mucrepe u3  (ITA/AJIIID ¢
pnaronornotuteneM/TIIBBIT)
Gunsin /7 (TIS/AJT) duiwin. TTu
2 6nucTepa BMECTE € JIMCTKOM-
BKJTaABIIICM B maukKy
KapTOHHYIO.

§.00 Test / [TokazaTesb Results / Pe3yabTaTthl Specification / Hopma
12 Assay / KonuuecTBeHHOE 10.0 mg / 10.0 mr From 9.0mg to 11.0 mg of
onpeaenenue (99.5 %) CisHi13NO3°CsH 1 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 1o
1 1,0 Mr C15H13NO3'C4H11N03
(xeroponaka tpomeramuH) (ot 90,0 mO
110,0 % ot 3asABJIEHHOrO0 KOIUYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0956 mg/tab / Not less than 0.042 mg/tab. /
content / CoagepxaHne 0.0956 mr B Tabnerke He menee 0,042 mr B TabneTke.
Oy THJIrMAPOKCHAHH30J12
14 | Package description / 10 tablets in a blister of | 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
6nucrepe u3 TTA/ATUTID ¢
BnaronornorureneM/[IOBII) donsru //
(I13/AJT) ¢ponsru. Ilo 1 wiu 2 Gnuctepa
BMECTE C JMCTKOM-BKJIQZBILIEM B MauKy
RApP LOLLLIYLO.

Remarks : The Product conforms to ND/
ITpumeyanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akarouenne: OJIOBPEHO f

Prepared by /
IToarorosneHo: Santosh Ku
Maurya

3

Checked by /
IIpoBepeno: Pawan Kumar

=i
===

Approved by: Manager/Exgcutive
Ono6peHo: Menemkep / Pykosoanrens
Abhishek Chauhan

Reprint Date /
Hata: 22.11.2024

Reprint Date / -
Jara: 22.11.2024

Reprint Date /
Jara: 22.11.2024

Registerad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2500, Fax: +91 40 4260 2999, Email: mail@drraddys,com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €6

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacdi,

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

CERTIFICATE OF ANALYSIS Tzl +91 98166 56001-02

CEPTUDOUKAT AHAJIM3A

vy direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykTt: Keropos® dkenpece (keToposak) TabaeTki, AHCHeprupyemMble B MOJI0CTH PTa, 10 mr

Market / Poinok :Russia / Poccust
Batch No / ‘ Batch Quantity / ~ 3600000 tab /
Cepus Ne V2402456 O01em cepun " 3600000 Tab
Analytical Repovrt No/ . 040002734212 Date of Analysis / . 9211.2024
AHaguTn YecKHil oTdeT Ne Jara anann3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTa npoH3BOACTBA T'ogen go
Mfg. License No. /
. MA number: / . JITI-Ne(004669)-(PT -
IIpon3BoacTBEHHAA : MNB/05/263 Howmep PY " RU)

Jauuensusd Ne

Analysis performed according ND: / Anasus npoBeaen mo HJI: JITI-Ne(004669)-(PT-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.

* [Ipn BLINYCKE JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KauecTBa Mo nokaszaresto «Mukpobuosornieckast
YHCTOTA» MPOBOAUTCS A8l Kaxaoii 20-o¥ cepuH, niiu 1Sl OHO# CepUH B I'OJ, B 33aBHCUMOCTH OT TOr0, 4TO

HACTYNMUT paHbLIE.,

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Ketoponaka TpoMETaMHH

INN/MHH:

Ketorolac / Keroponax

API manufacturer batch number /
Howmep cepnn nponssogutess AQC:

ABRH007413

FP Manufacturer API Batch number /
Homep cepuH cyGcTaAHIMH NPOH3BOAHTEIS
Jid:

FERA00477

API Manufactured by & country /
Iponzsogurens APC, ctpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlabopatopuc Jita., Unausa

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

Haumenosanue, aapec, JJHIEH3HS i
IIpousBoacTBenHas miomaaka / Ilnomanxa
KOHTPO.JA KayecTBa / Ilomanka BeINycKa

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

H-p Pemnu’c Jlabopatopuc JIta., Uuaus, Hpoussoacreentoe
noapasaenenue-6, Bun. Kxons, Hanarapx Poya, bapgau, Jnctpukr
Conan, X.II., 173205, Uuaus (muuensus nomep MNB/05/263)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ipoxykt cootBeTcTRYeT TpeboBaHusm HJI 3akmouenune: OJJOBPEHO )
Prepared by / Checked by / Approved by: Manager/Executive / (f
IMoarorosneHo: Santosh Kumar IIpoeepeno: Pawan Kumar OnobpeHo: Menemxkep / PykgBoanTgis
Maurya ' g Abhishek Chauhan L

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 Jara: 22.11.2024 Hara: 22.11.2024

Registeiad Sffice: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +94 40 4800 2200, Fax: =01 40 4900 2999, Email: mail@drraddys.ccm

CIN: LS5155AF1984PLCQ04207
wenvdrreddys.com




Dr. Reddy's Laboratories Lid.
Formulaticn Unit-6

&e
’ °® Viil. Khol, Nalagarh Road, Baddii,
Dr‘ Reddy s ‘-. Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®UKAT AHAJIM3A www.diteddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpecc (keroponak) TabieTKH, AMCIEPrHPYeMbIe B OJI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne s el O0nem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002734212 Date of Analysis / . 99.11.2024
AHansTHYecKui oTyeT Ne JlaTa anajau3za
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npoH3BOACTBA I'onen no
Mfg. License No. / ] o
I pousBoacTBeHHas : MNB/05/263 MA numbers,/ j - (004669)=(Elis
Homep PY RU)

JueH3Hs No
Analysis performed according ND: / Anayu3s npoegen mo 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».

3akmodenne 0 cooTBeTcTBHM: «HacTosimuM s MOATBEPXK/Iai0, YTO NMPHUBEJACHHAS BbIIE HHQOpMAILUs SIBISIETCS
JOCTOBEPHOH W TOYHOH. DTa cepHs NPOAYKIHMH TpOM3BEJCHA (BKIIIOYAs YNAaKOBKY (MapKHPOBKY) H KOHTPOIb
KayecTBa) Ha BhIIIEYKa3aHHON IIpOM3BOACTBEHHOM IUIOmafKe (IJIOIIAaJKax) B IIOJIHOM COOTBETCTBHU C
TpeboBanuaMH [IpaBun Haanexamed MPOU3BOJCTBEHHONW NPakTUKU EBpazMiCKOro 3KOHOMHYECKOIo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeboBaHUSIMHE KOHTPOJII KaueCTBa JICKAPCTBEHHEBIX CPE/CTB,
a TaKk)Ke B COOTBETCTBHH CO CIICIU(PHUKAIUIMHE, COACPKAUTUMHUCS B PETUCTPAIHOHHOM JOCHE CTPaHBI-UMIIOpPTEpPA.
3anHCH 1Mo NPOU3BO/ICTRY, YIIAKOBKE M aHAIM3Y IIPOBEPEHEL, M YCTAHOBIICHO UX COOTBETCTBHE TpebopaHMsM [IpaBui
Ha/IeXXaniel Ipou3BOICTBEHHON NpakTHKH EBpa3suiickoro 53k0OHOMHYECKOTO CO03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IponykT coorBercTBYeT TpeboraHusam HJJ 3akmouenne: OJIOGPEHO |
Prepared by / Checked by / Approved by: Manager/Execlitive /
Ioarorosneno: Santosh Kumar Ilposepeno: Pawa)l Kumar Ono6peno: Menemxep / PygoBonutgns.
Maurya g% ) 4_{_ Abhishek Chauhan L}/"
Reprint Date / Reprint Date / Reprint Date /

Jara: 22.11.2024 Jata: 22.11.2024 Jarta: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2800, Fax: +91 40 4900 2999, Email: mail@dnaddys.com
CIN: L851954P1984PLCO04E0T
wyw.drreddys.com




