Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.F., 173 205, iNDIA

CEPTUDOUKAT AHAJIU3IA

Tel 1 +91 SR166 56001-07

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keToposiak) TabJjaeTKH, AHCTIEprHpyeMble B IIOJIOCTH pra, 10 Mr

Market / Pbinok :Russia / Poccus

Batch No / . V2500215 Batch Quantity / : 3600000 tab /

Cepusa Ne Oo0bem cepun 3600000 Tab

Analytical Repourt No/ . 040002809897 Date of Analysis / . 15.02.2025

AdanuTuyeckHH oTyeT No JlaTa aHanu3a

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026

JaTta npousBoicTBa Toaen oo

Mfg. License No. / . o

ITpouseoacTBeHHas : MNB/05/263 Ty : JIIL-No(004669)-(PT-
Homep PV RU)

annensus Ne

Analysis performed according ND:

/ Anagns nposeaen no HJL: JITI-Ne(004669)-(PT'-RU)-190224

Pagelof9/Crp.1 39

No - .
No Test / [lokazaTean Results / PesyabTaTsl 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. / Kpyrisie
side. / Kpyrasie mrockne mwiockue Tabnetku ¢ Qackoit, cBeTO-
TabneTku ¢ $ackoi, ceeTIo- XKeITOr0 UBETa ¢ rpaBUpPOBKON «I» Ha
YKEJTOTO LBETA C TPABUPOBKOMH OJIHOM CTOPOHE.
«l» Ha OHOI CTOpOHE.
2 Identification / MaenTudukauun

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / YO-cnekTpsl MOMIOIEHNS
HCTIBITYEMOIO  PacTBOpa M pacTBopa
cTaHaapTHoro  oOpasma  KeTopoJiaka
TpOMeTaMHHa JOJDKHBI HMEThb
MaKCUMYMbI IIpH OJHOH U TOH Xe UIHHE
BOJIHBI (£ 2 HM).

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

ITpumeuanue: I[Iponykr coorsercTByeT TpedoBanmam HJL 3akmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executivg /

[Moaroroeneno: Sarita IMTpoeepeno: Santosh Kumar | Ono6peHo: MeHnemxep / Pykos:
Q / Maurya @{ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Jara: 15.02.2025 Jata: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mazil@drraddys.com

CIN: LB5195AP1834PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUHO®UKAT AHAJIU3A

o 00165 BAOGY an

Tl
{81 . TJ1 G100 32U

'ﬁoduct :

R e B R R WL R e

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxenpece (keToposak) Tab1eTKH, ANCIeprupyemMble B 0J0CTH pra, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / ; Batch Quantity / 3600000 tab /

Cepus Ne V2500215 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002809897 Date of Analysis / . 15.02.2025

AvanurHueckuii oTyeT Ne Jara ananusa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026

MarTa npon3Boacrea TI'ogen oo

Mfg. License No. / ] 1

IIpoussoacTeenHan : MNB/05/263 Sc pumbers : A IC2)=(ET=
Homep PY RU)

JHedsust Ne

_Analysis performed according ND:

/ Ananns nposeaen mo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page2of 9/Crp.2 m39

No
No

Test / [loka3zaTess

Results / PesynabTaTnl

Specification / Hopma

Complies / COOTBETCTRYET

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 ynaepXuUBaHUA
OCHOBHOTO [MHKa Ha XpomaTorpamme
WCIIBITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBATH BPEMEHH YAEPKHUBaHHUA
OCHOBHOIO THKa Ha XpoMaTorpamme
pacTeopa CTaHAAPTHOTO obpasua
KeTopoaka  TpoMeTamuHa  (pa3zen
«KonuuecTBeHHOE OTIpeIeNIeHHE ).

Remarks :

The Product conforms to ND/
ITpumeyanue: ITpoaykT cOOTBETCTBYET TpeOoBaHusaM HJJ

3aka

Conclusion : APPROVED /

rouenne: OJJOBPEHO /|

Prepared by /

IToaroroBneHo: Sarit%y

Checked by /
Iporepeno: Santosh Kumar

Maurya %

Abhishek Chauhan

Approved by: ManagerfExecuti’\'/ /
OpobpeHo: Menemxkep / Pyxon mm,n/y’

Reprint Date /

Hara: 15.02.2025

Reprint Date /
Jara: 15.02.2025

Reprint Date /
JlaTa:

15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: ma zil@drraddys.com

CIN: L85195AP1934PLCO04507
WWW.GITedays.com




Dr.Reddy’s Qf'."'

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh foad, Baddi,
Disit. Solan, H.P., 173 205, iNDiA

CEPTUO®UKAT AHAJIHU3A

6001-02

Tel . +51

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Ixcnpece (keToposak) TabeTKH, IHCHeprupyemMble B N0J10CTH pra, 10 Mr

Market / PeiHOoK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne V2500215 O0bem cepun " 3600000 Tab
Analytical Repo:*t No/ . 040002809897 Date of Analysis / - 15.02.2025
AHajiuTHYeCKHH oTyeT No Jlara aHanu3a
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
JlaTa npoM3BoACTBA T'ogen oo
M. License No. / _ MA number: / . JIII-Ne(004669)-(PT -
IIpounsBoxcTBeHHAast : MNB/05/263 :

Homep PY RU)
gnnenzus Ne

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

Page30f9/Crp.3 u39

No

Test / [loka3zaTennb
Ne

Butylhydroxyanisole /
Bymunzudopoxkcuanuszon

Results / Pe3ynbTaThl

Specification / Hopma

C_onﬁeg / COOTBETCTBYET

The retention times of 2-
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). / BpewmeHa
yIAEpKHUBAHHSA TTHKOB
2-0yTWITHIPOKCHAHU30J1a U
3-0yTUATHIPOKCHAHU30TIa Ha
XpOMaTOrpaMMe HCIBITYEMOIO pacTBopa
JOJDKHB!  COOTBETCTBOBaTh  BPEMEHAM
yIAEpKUBaHHA MHKOB
2-0yTUNTMAPOKCHAHU301a u
3-0yTUArMAPOKCUAaHH30Ja Ha

XpomarorpaMme pacTBopa CTaHAApTHOrO
obpasua 6yTIIrHIPOKCHaHH30a (pa3ien
«ConepxaHnue

OYTHIITH IPOKCHAHU30JIA»).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

wuenne: OJOBPEHO / 1

.

ITpumeuanue: [IpoaykT coorBeTcTBYET TpeOoBaHUAM HJ{ 3aka

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

[MoprororaeHo: Sarita [Iposepeno: Santosh Kumar | Onobpeno: Menemwkep / Pykosoifens p
y Maurya (%) | Abhishek Chauhan i A

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2025 Hara: 15.02.2025 Hara: 15.02.2025

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: mai

CIN: L85195A4P1334PLCO04507
WWW.CGITeddys.com

l@drreddys.cont



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

yill. Kho!, Nalagarh Road, Badti,
Disit. Solan, H.P., 173 205, iNDIiA

CEPTUOHUKAT AHAJIN3A

Tal s +91 GRIGE 56001-07

'Product ]

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Iponykr: Keropoa® Ixenpece (keToposiak) Tab/IeTKH, IHCIEPTHPYEMbIE B M0JIOCTH pTa, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / . V2500215 Batch Quantity / ; 3600000 tab /

Cepus Ne O6beM cepun 3600000 Tab

Analytical RepOft No / . 040002809897 Date of Analysis / . 15.02.2025

AHanuTHYEeCKHH oTyeT No JlaTa ananu3za

Date of Manufacture / - 01/2025 Date of Expiry/ - 12/2026

JlaTa npou3BOACTBa I'onen xo

Mfg. License No. / . .

Ilpou3BoaCTBEHHAS : MNB/05/263 anumberRs/ ; i VEAORSELS
Homep PY RU)

aunensasa Ne

Analysis performed according ND: / Anain3s nposeaen no HI: JII-Ne(004669)-(PT-RU)-190224

Page4 of 9/ Crp. 4 u39

NNoO Test / Iloka3zaTennb Results / PeaynbTaThbl Specification / Hopma
3 :Av_erage weight / Cpeansisi 69.5 mg/69.5 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 %;
OnHOpoAHOCTb Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonee = 10 %;
2/20 Tabnerok — He 6onee + 20 %.
4 Disintegration time / 00 min 28 sec / 00 MuH 28 cex Not more than 3 min. / He 6onee 3 MuH.
PacnagaemocThb
5 Dissolution / PactBopenue Unit-1/ Ta6bn-1 97 % Not less than 75% (Q) of
Unit-2 / Ta61-2 103 % C15H13NO3.'C4H.11NO3 . (ketorolac
tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 98 % 75 % Q) CisHi3NO3+CsH 11 NO;3
i (keToponaka TpoMETaMHH) yepe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: [TpogykT cootBercTByeT Tpeboanmsam H/I 3akmouenne: OJJOBPEHO /
Prepared by / Checked by / Approved by: Manager/Executive efa’ y
ITonroroBaeHo: Sarita % Iposepeno: Santosh Kumar | Ogobpeno: Menemxep / vaoso- I{TLJT
Maurya Abhishek Chauhan (
Reprint Date / Reprint Date / Reprint Date /
JHara: 15.02.2025 Jara: 15.02.2025 JlaTa: 15.02.2025

Registered Office: 8-2-337, Road No. 3

Banjara Hills, Hyderabad -

’

500034, Jefangana, india

Tel: +91 40 4200 2500, Fax: +91 40 4200 2999, Email: mail@drraddys.com

CIN: L85195AP1934PLCO04507
www.crreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

vill. Khe!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJIN3A

T .
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LT QOGS S8 TRGNT.ND
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkenpece (keToposak) TabIeTKH, AHCHeprupyemMble B 00/10CTH pTa, 10 mr

WWW Ot P ERSTA

Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne el O6bem cepHu " 3600000 Tab

Analytical Repovrt No/ - 040002809897 Date of Analysis / . 15.02.2025

AHanuTHYecKHH oTdyeT Ne Jara anajansa

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

JaTa npou3BoaAcTBA I'open g0

Mifg. License No. / )

TpoussoacTeennas - MNB/05/263 SIC Bumberg/ ; JI-Ne(00669)~(EI=
Homep PY RU)

Jnensnsa Ne

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

PageS5of9/Crp.S5u39

I;.OO Test / [Toxa3aTenb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution/ _C%mplies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / Obpasyercs
ONHOpOJHAs CyCNeH3Msd, MNpPOXOIsiiuas
CKBO3b CHTO C DPa3MEpPOM OTBEPCTHi
710 MKM.
7 Impurities / ITpumecn
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / "He 6onee 0,5 %;
ketorolac: / Huxe npenena obuapyxenus (ITIO
1-rusipokcHaHanor = 0.0010 %)
KETOpOJaKa
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ve 6osee 0,8 %;
1-KeToaHaAJIOT KeTOpoJIaKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
eIHHUYHAS
HEMOECHTH(PULUHMPOBAHHAS
NpUMEChH
total impurities / 0.1% not more than 1.0 %. / re 6onee 1,0 %.
cyMMa npumMecei
8 Water content / 2.1 % Not more than 7.0 %. /
CoacpxaHHc BOABI Ilc 6onece 7,0 %.

Conclusion : APPROVED /

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykt cootsercTByeT TpeboBanusam HJI

3akiarwoyenne: OJJOBPEHO /1

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

[NoaroroeneHo: Sarita IMposepeno: Santosh Kumar | Opobpeno: Menemxep / Pymr‘: m-nf(ﬂb
ﬁ/ Maurya o Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Jlara: 15.02.2025 Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500024, Jelanzana, india
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@direddys.com
CIN: L85195AP1934PLCO04507

WWwW.Crredays.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vil kKhol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTHDPUKAT AHAJIM3A oy

IRA R aX el i o

. oo 2
€1, 724 J0idd ELAU'O?:O 3

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
T poaykr: Keropoa® Jxcnpecc (keroposak) TagaeTKH, AMCHeprupyeMble B MoJ0cTH pra, 10 mr

www.drreddys.com

Market / PuiHoK :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepust Ne B V2500205 O6bem cepun " 3600000 Tab
Analytical Report No/ - 040002809897 Date of Analysis / . 15.02.2025
AHamuTHIecKM oTueT Ne JlaTa ananu3za
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
JaTta npon3BoAcTBa T'oaen o
Mfg. License No. /

, MA number: / ~ JII-Ne(004669)-(PT -
IIpousBoacTrBeHHas1 : MNB/05/263 Howmep PY " RU)

aunensus Ne

Analysis performed according ND: / Ananns nposegen nmo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

I}oo Test / [Toka3aresnnb Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OctaTrouHble OpraHMyecKHe pAaCTBOPHTENH
Isopropyl alcohol / 09 pg/tab/ Not more than 350 pg/tab. /
Hzonponaxon 09 mkr B TabneTke He Gonee 350 Mkr B TabneTKe.

10 Microbiological purity*/ Muxpo6uosornueckast yncrora*

Total Aerobic Microbial
Count / of1uee 41cao

not more than 10* CFU/g; /
e 6onee 10° KOE/T;

OaHopoaHOCTH
A03MPOBAHHBIX eIHHIL

NA
a’3poOHBIX MUKPO-
OpraHu3MoB
Total Combined Yeast and not more than 10? CFU/g; /
mold count / ob1ee uucno NA He Gonee 102 KOE/T;
JOPOMOKEBBIX U TIIECHEBBIX
rpudoB
Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBUE B 1 T.
11 Uniformity of dosage units / 6.5 Acceptance value (4V) not more than

15.0 Toka3zaTens npreMaemocty (4V)
JoJkeH ObITH He Goree 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: [Tponykr cooTBeTcTBYET TpeOoBaHmsaM H/J

Conclusion : APPROVED /
3axmouyenune: OJOBPEHO

Hara: 15.02.2025 Hara: 15.02.2025

Prepared by / Checked by / Approved by: Manager/Executiye /

IloproroereHo: Sarita Ipogepero: Santosh Kumar | Ono6peno: Menemkep / Pykospaureis
ﬁ/ Maurya g Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2025

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

Tal: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1834PLC004507
WWW.CGTITEAIYS.Com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, iNDIA

CEPTUOPUKAT AHAJIU3A

Tol - 4071 C2165 LANOT-07
Tel 1 48188105 SGLUL-U

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

WA WAL Cbiu'ya‘uuu:

Tponykr: Keropoa® Ixcenpece (keToponak) TabJeTKH, AHCHEeprHpPyeMble B HOJIOCTH pTa, 10 mr

Market / Pbinok :Russia / Poccus |

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepnsa Ne V2500215 O0neM cepHH " 3600000 tab

Analytical Report No/ . 040002809897 Date of Analysis / . 15.02.2025

AHanuTHYecKHH oryeT No Jara anajqu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jara npon3soacTBa TI'ogen no

Mfg. License No. / ] .

TIpou3BoACTBEHHAR : MNB/05/263 BIASHR D g cIENS(QUSG6T)=(RI
Homep PY RU)

JaHuensus Ne

Analysis performed according ND: / Anasu3 nposegex mo HJT: JII-Ne(004669)-(PI'-RU)-190224

Page 70f 9/ Crp. 7 u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
Onucrepe w3 (IA/AJVIID ¢
snaromorioTirrenem/II2BIT)
donsru // (IIS/AJT) donsru. Ilo
2 6nMcTepa BMeCTe C JIHCTKOM-
BKJIaJIbIIIIEM B HauyKy
KapTOHHYIO.

1;.00 Test / ITokazatennb Results / Pe3yabTathl Specification / Hopma
12 Assay / KonmniuecTBeHHoe 10.1 mg/ 10.1 Mr From 90mg to 11.0 mg of
omnpeaesieHHe (101.1 %) CysH13NO3*CsH | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
1 1,0 MTI C15H|3NO3'C4H11N03
(xetopornaka TpoMeraMmuH) (ot 90,0 no
110,0 % oT 3a4BJEHHOTO KOJHYECTBA) B
TabneTtke.
13 | Butylhydroxyanisole 0.0941 mg/tab / Not less than 0.042 mg/tab. /
content / ConpepxaHne 0.0941 mr B TabneTke He menee 0,042 mr B TabneTke.
OyTHUJITHAPOKCHAHM30J1A
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. / Ilo 10 Tabnetok B
6micrepe u3 (TTA/AJITID c
praronornotureneM/II12BIT) donsru //
(IT3/AJT) donbru. o 1 unu 2 Gaucrepa
BMECTE C JIMCTKOM-BKJIAJblIIEM B HauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusam H/L

Conclusion : APPROVED /
Zakmoyenne: OJJOBPEH(

Prepared by / Checked by / Approved by: Manager/Execlitive /,

[MonroroeneHo: Sarita Iposepeno: Santosh Kumar | Ono6peHo: Menemxkep / Pygosomytens
Z@/ Maurya y § Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2025 Jara: 15.02.2025 Jlara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjala Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +9i 40 4200 2999, Email: mail@drreddys.com
CIN: L85195A4P1934PLCO0CA507

www.grreddys.com




Dr.Reddy’s Q3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pjsit. Solan, H.P., 173 205, INDIA
CEPTUPHUKAT AHAJIA3A  7ei: +31 58166 56001-02
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg WWWLdrreTays-com o
Iponykr: Keropoa® Ixenpece (keToposiak) TabJieTKH, AHcieprupyembie B 0J0CTH pTa, 10 Mr -
Market / Prinok :Russia / Poccus
Batch No / . V2500215 Batch Quantity / 3600000 tab /
Cepus Ne ' Oo6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002809897 Date of Analysis / . 15.02.2025
AHanuTHYECKHH oTueT No JlaTa aHaIH3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
JaTa npon3BoacTBa I'onen po
Mifg. License No. / ] .
Ilpon3BoacCTBeHHAR : MNB/05/263 MA number: / o, LINQO665) =Rt
Homep PY RU)
auuensus Ne
Analysis performed according ND: / Ananus nposeaen no HJI: JITI-N2(004669)-(PT'-RU)-190224 -

Page 8 of 9/ Ctp. 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.

* [Ipu BLINYCKE JIEKAPCTBEHHOTO NMPENapaTa KOHTPOJIb KAYeCTBa N0 NokasaTeslo «MukpoduoiornyecKkas
YHCTOTAa» NPOBOAUTCS AN Kaxnoii 20-oit cepuu, WA ANiA OAHOI CePHM B IoJl, B 3aBHCHMOCTH OT TOI0, 4TO

HACTYIUT paHbLIe.

API name / Hanmenosanune ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMHUH

INN / MHH:

Ketorolac / Ketopoiiak

API manufacturer batch number /
Homep cepun nponssoautens APC:

ABRHO007885

FP Manufacturer API Batch number /
Homep cepnu cy0cTaHIHH NPOH3BOXHTEIS
rJid:

FERA00489

API Manufactured by & country /
IpousBogurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Penau'c Jlabopatopuc Jita., Unaus

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

HaumenoBaHnHe, aapec, JHIEH3Ms IS
IIpousBoacTBeHHas miowanka / Ilnomagka
I KoHTpoas KayecTsa / Ilomaaka 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 Pennu’c Jlabopatopuc JIta., Mnausa, [IpoussoacTeertoe
nonpasaenenue-6, Bun. Kxons, Hanarapx Poya, banam, J{ucrpykr
Conan, X.I1., 173205, Uagus (nmuensus 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/

Ipumeuanue: ITpoaykr coorBeTcTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
3axmouenune: QJJOGPEHO A

Hara: 15.02.2025

Hara: 15.02.2025

Prepared by / Checked by / Approved by: Manager/Executiye /

[Moarororneno: Sarita IMposepeno: Santosh Kumar | Omobpeno: Menemxkep / nycoa ,qm‘en/
_ 0,7~ Maurya Abhishek Chauhan f'

Reprint Date / Reprint Date / Reprint Date / |

Jlara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1534PLCO04507
www.drreddys.com




Dr.Reddy’s ‘}.’.

CERTIFICATE OF ANALYSIS

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

vill. Kho!, Nalagarh Road, Baddi,
Distt. Sotan, H.P.,, 173 205, INDIA

CEPTU®UKAT AHAJIN3A Tel 191 58166 56004-02

-addure com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg N
Iponykr: Keroposn® Dxenpece (keTopoiak) TabJeTKH, ANCeprupyemMble B M0J10CTH pTa, 10 mr
Market / PoiHoK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne 20021 O6bem cepuu " 3600000 Tab
Analytical Repo:‘t No/ . 040002809897 Date of Analysis / . 15.02.2025
ApanuTHdeckuii oTueT Ne JlaTa anaansa
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
JaTa npou3BoacTea I'onen oo
SdiasTicomsenon) , MA number: / ~ JITI-Ne(004669)-(PT -
IIpousBogcTBeHHAN - MNB/05/263 :

Homep PY RU)
Juuen3ust Ne
Analysis performed according ND: / Auann3s nposeaen nmo HJI: 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».

3akai09enHe 0 cooTBeTcTBHM: «HacToAIMM 51 MOATBEPXK/IAI0, UTO TPHUBEACHHAs BBIE UHGOPMAIUS SIBJIIETCSA
JOCTOBEPHOU M TOYHOW. DTa Cepusl MPOAYKIMY IPOH3BeAeHa (BKIIOYAs YNAaKOBKY (MapKHpPOBKY) M KOHTPOJb
Ka4yecTBa) Ha BHINICYKA3aHHOM TPOM3BOJCTBEHHOW IUIOMIaKe (TMJIONIaAKax) B IIOJIHOM COOTBETCTBHH C
TpeboBanmsamu IlpaBun Haaexaiueil IPOU3BOJACTBEHHOH NpPaKTHKU EBpasHCKOro S5KOHOMHUYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeboBaHUSIMHI KOHTPOJIS KA4ECTBA JIEKAPCTBEHHEIX CPEICTB,
a TaKXe B COOTBETCTBHH CO CIICIUPHUKAIIAIMHE, COJICPKAIMUMUCS B PETHCTPALMOHHOM JOChE CTPaHBI-UMIIOPTEPA.
3aImmcH 110 MPOR3BOACTBY, YIIAKOBKE H aHAINU3Y TTPOBEPEHBL, H YCTAHOBIICHO HX COOTBETCTBUE TpeboBaHmMAM [Ipasui
HaJUIeXalel Mpou3BOICTBEHHOM NMPaKTHKK EBpazuiickoro 3KOHOMUYECKOTO COIO3a».

Remarks : The Product conforms to ND/
[Mpumeuanue: [Iponykr cooTBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED / q
3aKIoYeHHe: OI[OBPEHO/

Prepared by /

IMoarorosneHo: Sarita %

Checked by /
ITposepeno: Santosh Kumar

Maurya %)

Onobpeno: MeHemkep / Pykoponuren
Abhishek Chauhan (

Approved by: Manager/Executive / 7/

—

Reprint Date /
Jara: 15.02.2025

Reprint Date /
Jara: 15.02.2025

Reprint Date /
Jarta: 15.02.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1534PLCO04507
www.drreddys.com



