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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
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Market / Poinox

:Russia / Poccus

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keroposak) TabaeTkd, AMCIeprupyemblie B noJI0CTH pra, 10 mr

Analysis performed according ND:

Batch No/ . Batch Quantity / 3600000 tab /
Cepust N2 NGt O6beM cepun " 3600000 Tab
Analytical Repovrt No/ . 040002935995 Date of Analysis / . 17.05.2025
AnanuTHieckuii oTyet No JlaTa ananu3za
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npouzBoacTBa T'onen mo
Mfg. License No. / . .
IlpousBoAcTBeHHAS : MNB/05/263 RTINS el ;; JHI-N2(004669)~(PT-
Homep PY RU)
| IMIeH3UuA Ne

/ Ananu3z nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page10f9/Crp.1u39

I; 00 i Test / [Toka3aTennb

Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrneie mnockue
TabneTky c dackoii, cBeTIO-
JKEJITOro LBETa C rpaBUPOBKOI
«l» Ha omHOIi cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrisie
niockue Tabnetkn ¢ ¢ackol, cBemo-
KENTOro I1BeTa C rpaBUpOBKOH «!» Ha
OIHOM CTOPOHE.

2 Identification / UnenTudukanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / Y®-criekTpbl NOIIOLUEHHA
HCTIBITYEMOTO  pacTBOpa U pacTBOpa
cTaHmapTHOro  ofpaslia  KeTopoJaka
TpOMeTaMHHa JIOJDKHBI HUMETh
MaKCUMYMBI TP OJIHOM U TOM Xe NIHHe
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeyanne: Ilpoaykr cooTBeTcTBYET Tpebopanusam HJI

Conclusion: APPROVED /
3axawgenue: OJJOBPEHO

Prepared by /
ITonrorosneno: Ramakant

Checked by /
[poeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykenaumenb
Amit Kumar )

N

=

it

Reprint Date /
Hara: 17.05.2025

Reprint Date /
Jara: 17.05.2025

Reprint Date /
Hara: 17.05.2025

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: maii@drraddys.com

CIN: L85195AP1984PLCO04507

www.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, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIM3A

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

Tpoaykr: Keropoa® Dxenpecc (keTopo.lak) Tab/ieTk, Juciieprupyemble B 10J0CTH pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne - V2500921 O0bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002935995 Date of Analysis / . 17.05.2025

AHaTUTHYECKHIH oTyeT No JlaTa aHaan3a

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

JlaTa npon3BoACTBA Tomen 10

Mfg. License No. / . .

IIpou3BoacTBennas : MNB/05/263 L L g I N=(U0RG0S)SIRTS
Homep PY RU)

JuneH3ua Ne

Analysis performed according ND:

/ Anaans nposenen mo HJI: JOI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Crp.2 u3 9

No

Test / [loka3zaTeanb
Ne

Results / PesyabTaTh!

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 ynepxuBaHus
OCHOBHOIO IIMKa Ha XpOMaTorpamme
HUCIMBITYEMOTO pactBopa IOJIXKHO
COOTBETCTBOBATh BPEMEHH YJCPKHUBAHUA
OCHOBHOIO IMMKa Ha Xpomarorpamme
pactBopa CTaHAapTHOTO obpasia
KeTopojiaka  TpoMeTaMuHa  (pasgen
«KonuuecTBeHHOE OTIPEneNIeHUE).

Remarks: The Product conforms to ND/
ITpumeuanue: TIpoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Moarorosneno: Ramakant

Checked by /
[IpoeepeHo: Pardeep Kumar

.

Approved by: Manager/Executive /
Onobpeno: Menemixep / Pﬁc_osoamenb
Amit Kumar ,/\__

—

!

B
Reprint Date / '

Jara: 17.05.2025

Reprint Date /
Jara: 17.05.2025

Reprint Date /
Hara: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
wwyv.drreddys.com




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

‘ @
Dr.Red dy,s q..‘ Vill. Khol, Nalagarh Road, Badidi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg B
Iponykr: Keropoa® Dxcnpecc (keToposak) TabieTkH, IACneprupyemMblie B MOJOCTH PTa, 10 Mr -
Market / Peinox :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne - V2500921 O06beM cepun " 3600000 Tab
Analytical Repourt No / - 040002935995 Date of Analysis / - 17.05.2025
AHanuTHYECCKHH oTueT No Jara ananusa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npoH3BOACTBa Tonen xo
Mfg. License No. / . .
IlpounsBoacTBeHHAs : MNB/05/263 MA number: / ; JIHENe (10566 )E (B
Homep PY RU)
JuueHsus Ne

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

Page30f9/Crp.3 u39

1;.? Test / [loka3zaTesb Results / Pe3yabTaTh! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymuneudpoxcuanuson 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
yIepKUBAHHS TIHKOB
2-OyTUNTHAPOKCHAHN301a H
3-6yTHNTHAPOKCUAHU301A Ha
XpOMaTorpaMMe HCIBITYeMOTo pacTBopa
JOIDKHBI  COOTBETCTBOBAaTh BpeMeHaM
yIepKUBAHHS TIHKOB
2-6y TWITHAPOKCHAHU301a U
3-6yTHNrHOPOKCHAHU301a Ha
XpOMaTOrpaMMe PacTBOpa CTaHAAPTHOTO
obpazua 6yTHIruapoKCcHanu3oa (pasaen
«Copaepxanue
Oy THNTHAPOKCHAITHIONAY ).

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

IMpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusam HJ| 3akmouenne: OJJOGPEHO

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

[Moaroroneno: Ramakant IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykopoauresis

Amit Kumar -
(228 - A
Reprint Date / ) Reprint Date / Reprint Date / J
Hara: 17.05.2025 Hara: 17.05.2025 Jata: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49060 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
wwyv.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, INDIA
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropoa® Ixcnpece (keTopoiak) Ta61eTKH, AHCHeprHpyeMble B M0J10CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne } NV2S00CL Ob6bem cepuu " 3600000 Tab

Analytical Repovrt No/ . 040002935995 Date of Analysis / . 17.05.2025

AHanuTHYecKH# oTyeT No JlaTa aHamu3a

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

JaTa npon3BoacTBa T'ogen no

Mfg. License No. / ) o

IIpon3zBoacTBeHHAN : MNB/05/263 MA number: / : LN (O04669)= (RIS
Homep PY RU)

JuneHsus Ne

" Analysis performed according ND: / Ananu3 nposeaen no HI: JIII-Ne(004669)-(PI'-RU)-190224

Page4 of 9/ Crp. 4 39

ITpumeuanue: [Ipoaykr cootBercTByeT TpeboBanusam HJI

i? Test / [1oka3zarenb Results / PesynbraThl Specification / Hopma
3 Average weight / Cpeansin 69.4 mg / 69.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)T
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 %;
OaHOpPOAHOCTHL Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabneroxk — He Oosee =+ 10 %;
2/20 Tabnetok — He Honee + 20 %.
4 Disintegration time / 00 min 17 sec / 00 muH 17 cek Not more than 3 min. / He 6onee 3 mun.
Pacnapaemocthb
5 Dissolution / PacTBopenne Unit-1 / Tabn-1 101 % Not less than 75% (Q) of
. Ci15H13NO3°C4H 1 NO3 (ketorolac
Unit-2 / Ta61-2 102 i tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 103% | 75% Q CisHisNO3*C4H11NOs
. (xeToponaka TpoMeTaMUH) yepe3 15 MuH.
Unit-4 / Tabn-4 103 %
Unit-5 / Tabn-5 100%
Unit-6 / Tab1-6 97%
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3akmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykoponurens
Amit Kumar

—
N~

fid

Reprint Date /
Jlata: 17.05.2025

Reprint Date /
Jlara: 17.05.2025

Reprint Date/ !
Jlara: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4960 2900, Fax: +91 40 4900 2995, Emnail: maii@drreddys.com

CIN: L85195AP1984PLCOD4507

wwv.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CERTIFICATE OF ANALYSIS ... .~} 05166 56001-02

ey .

CEPTHOUKAT AHAJIM3A

www.arreddys.com

Product : Ketorol Expreg (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopoa® Ikcnpece (keTopoJak) TabjeTky, AHCIeprHpyeMble B N0JOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne $ V2500921 O0Bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002935995 Date of Analysis / . 17.05.2025

AHaauTHYeCKHiT oTueT Ne JlaTa ananuza

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

JlaTa npon3sojacTBa Tonmen no

Mfg. License No. / ) .

IpoussoacTBeHHAs : MNB/05/263 MA number: / ; JIIENE((02662)=(RTs
Homep PY RU)

JHIeH3Hs Ne

Analysis performed according ND: / Anaau3s nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

PageS5of 9/ Crp.S5u3 9

1;.? Test / ITokazaTesn Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JdncnepcHocTh 710 pm sieve is formed. / Obpasyercs
OJIHOpOJAHAs CYCMEeH3Us, MNpoXoAsllas
CKBO3b CHTO C pa3MepoM OTBEpCTUH
710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHaor
KETOpoJaKa

Below LOQ (LOQ =0.032%) /
Hwmxe npenena KONUYECTBEHHOTO
onpenenenus (ITKO = 0.032 %)

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

1-keto analog of ketorolac /
1-KeToaHanor KeTopoiaKa

0.03%

unidentified impurity /
eIHUYHAsA
HeuIeHTUHUUMPOBAHHASL
npuMech

0.02%

not more than 0.8 %; / e Gonee 0,8 %o;

not more than 0.5 %; / e 6onee 0,5 %;

total impurities /
CyMMa NpuMeceit

0.1%

not more than 1.0 %. / e 6onee 1,0 %.

8 Water content /
Coaep:xkaHue BOObI

23 %

Not more than 7.0 %. /
He 6onee 7,0 %.

Remarks: The Product conforms to ND/
[Tpumeuanue: [IpogykT coorBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmiouenue: OJJOBPEHO

Prepared by /
IToarorosnedo: Ramakant

A

Checked by /
IIporepeno: Pardeep Kumar
.
.:_-:JF —

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoautens
Amit Kumar [

e
= ‘/J

Reprint Date /
Hara: 17.05.2025

Reprint Date /
Hara: 17.05.2025

Reprint Date/

Hara: 17.05.2025

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

Dr. Reddy's Laboratories Ltd.
Formulation Unit-56

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

Tei ;91 58106 56001-02

CEPTUPUKAT AHAJIM3A www.direddys.com

Product : Ketorol Express (ketorolac) Orally Disinté:g;ating Tablets 10 mg
TIpoayxT: Ketopon® Dxcnpecc (keTopo/1ak) TabaeTKH, IHCNeprupyeMele B 110J10CTH pTa, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne + V2500921 O0bem ceprH " 3600000 Tab

Analytical Repovrt No/ . 040002935995 Date of Analysis / - 17.05.2025

AHaauTHYecKHi oTyeT Ne JdaTta aHanusa

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

JlaTa npou3BoacTBa T"open no

Mfg. License No. / . .

IIpousBoacTBeHHAsN : MNB/05/263 AT DumberH : LN (D060 -
Homep PY RU)

Junen3us Ne

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

Page 6 of 9/ Crp. 6 m3 9

1;.? Test / [Tokazarenn Results / PeaynbTaThbl Specification / Hopma
9 Residual solvents / OcTaTouHble OpranM4ecKue pacTBOPHTEIH
Isopropy! alcohol / 4 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 4 MKr B Ta0JeTKe He Gonee 350 Mkr B Tabn€eTKE.

10 | Microbiological purity*/ MukpoOunosornyeckasi Yyucrora*

Total Aerobic Microbial
Count / of1uee YnCIo NA
a3poOHBIX MUKPO-
OpraHU3MOB

not more than 103 CFU/g; /
He 6osee 10° KOE/T;

Total Combined Yeast and
mold count / o61ee yucno

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

A03HMPOBAHHBIX €AHUHHIL

NA
JIPOMOKEBBIX M TIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBUE B 1 T.
11 Uniformity of dosage units / 3.1 Acceptance value (4V) not more than
OaHOpOAHOCTH 15.0 Tlokasartens mpuemsieMocTH (4V)

noinkeH 6rITh He 6osee 15,0.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: ITpoaykT cooTBeTcTBYET Tpeboranusam HJ| 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menenkep / PykoBogurens
4 Amit Kumar A

/ o f\/’ o
Reprint Date / Reprint Date / Reprint Date/ "
Hara: 17.05.2025 Hara: 17.05.2025 Hara: 17.05.2025

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




Dr. Reddy’s ‘,’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-5
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

fei : +S51 93168 50001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Ketopoa® Ikenpecc (keTopoiak) Tabiierk, AHCHeprupyemMbie B 10J0¢TH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne - V2500921 O6bem cepuu " 3600000 tab
Analytical Repo“rt No/ . 040002935995 Date of Analysis / . 17.05.2025
AHaIHTHYeCKHI oTYeT N2 MaTta ananusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTta npousBogcTBa I'omen mo

| Mfg. License No. / | MA number: / . JIII-Ne(004669)-(PT -
IIpousBoacTBeHHan : MINB/05/263 :

Homep PY RU)

JuneH3ns Ne

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

Page 70f 9/ Ctp. Tu39

onpeaesieHue

(101.3 %)

ig Test / Ilokazarenb Results / PesyabTaThl Specification / Hopma
12 | Assay/KonudecTBeHHOE 10.1 mg/ 10.1 mMr From 9.0mg to 11.0 mg of

CisH13NO3+C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr no
11,0 MI C15H13NO3°C4H1 1NO3
(keToposiaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJeHHOTO KOJMYECTBA) B
Tabnetke.

13 Butylhydroxyanisole
content /
OyTHArNAPOKCHAHH30J1a

Copaep:xkaHue

0.0942 mg/tab /
0.0942 mr B TabyeTke

Not less than 0.042 mg/tab. /
He meHee 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 Ttabnerok B
omuctepe u3 (IIA/AJVIID ¢
praronorjoturenem/I19BIT)
donwru // (TI3/AJ]) donsru. ITo
2 GnHOETCPA DMOCTO O JIHOTKOM
BKJIAJIBILIIEM 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 Tabnetox B
onuctepe u3 (TIA/AJI/TID c
sraronornotutenem/II3BIT)  doneru //
(TI3/AJ) donbru. ITo 1 uau 2 Gnuctepa
BMECTE C JHCTKOM-BKJIAJBIIIEM B Ma4yKy

KapTOHHY1O.

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusam HJJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Hara: 17.05.2025

Jara: 17.05.2025

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

IMoaroroeneno: Ramakant I[Tposepeno: Pardeep Kumar | Ongobpeno: Menemxep / Pykosonurens
Vg qL’_T Amit Kumar J\-";.-L-/

Reprint Date / : Reprint Date / Reprint Date / v

Jara: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com--_
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg - ]
Iponykr: Ketopoa® Dkenpece (KeTopoak) TabaeTkH, Jucneprupyemsle B noJ1ocTu pra, 10 mr |
Market / Poinox :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne + V2500921 O6bem cepun " 3600000 Tab
Analytical Repo‘}'t No/ - 040002935995 Date of Analysis / . 17.05.2025
AHajuTHYecKHH oTueT N2 HMata anannsa
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
HaTta npon3soacTsa I'ogen 1o
Mfg. License No. / . .
IIpousBoacTBeHHAS : MNB/05/263 MA number: / ; NS OAG665) (RIS
Homep PY RU)
JuneH3usa Ne
_Analysis performed according ND: / Ananns nposeaen no HJI: JIII-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,

* [Ipu BLIMyCKe JIEKAPCTBEHHOr0 MpenapaTa KOHTPOJIb KauecTBa Mo noxasaTeio «Mukpobuonornyecxkas
YHCTOTA» NPOBOANTCA A5 Kazkaoi 20-0if cepHH, WM AJSA OJHON CEPHH B rol, B 3aBUCHUMOCTH OT TOro0, 4T0

HACTYNHUT PaHbLIE.

API name / HaumenoBanne APC:

Ketorolac tromethamine / Ketoposaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /
Homep cepuu npoussoautens APC:

ABSH001207

FP Manufacturer API Batch number /
Howmep cepun cyOCcTAHINHA NPOH3BOAHTEIN
I'Jid:

FESAQ00157

API Manufactured by & country /
Ipouspogntenr A®C, cTpana:

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

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

HaumenoBaHue, aapec, JHIEH3Hs st
IIpoussoacreennas niaowanka / Illnomanka
KOHTPOJIs KayecTBa / Ilmomaaka BeImycka

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 Penau’c Jlaboparopuc Jita., MUunua, IIpoussoncTeenHoe
noapasnenenue-6, Bumi. Kxons, Hanarapx Poyn, bapay, Jluctpukrt
Comnan, X.I1., 173205, Uuaua (muuenzus 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/

IIpumeuanue: [Tpogykr cooTBeTcTBYeET TpeboBanusam HJI

Conclusion: APPROVED /
3axmrouenne: OJJOBPEHO

Prepared by /
IMToarorosneno: Ramakant

Checked by /
IMpoepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peHo: Menempxep / Pykosonurens
Amit Kumar (=

s N —

W
Reprint Date / ‘

Hara: 17.05.2025

Reprint Date /
Jara: 17.05.2025

Reprint Date / V
Hata: 17.05.2025

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

. =
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS - .51 53156 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegr;m'ng_Tablets 10 mg

TIpoaykr: Keropon® Dxcnpece (keToposiak) TaG1eTKH, JHCIIeprupyemMblie B M0JI0CTH pTa, 10 Mr |
Market / Poinok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne + V2500921 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002935995 Date of Analysis / . 17.05.2025
AHanuTHYecKHi oTueT No JaTta ananusa

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

Jara nponsBoicTBa Tonen no

Mfg. License No. / ) .
IpouspoacTBeHHAs - MNB/05/263 SRR , cHIENE(04662)= R

Homep PY RU)
JHueH3us Ne
Analysis performed according ND: / Ananus nposexen no HJI: JIII-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».

3aka0ueHHe 0 co0TBeTcTBHH: «HacToAuM 51 IMOATBEPIKIAIO, YTO MPUBEACHHASA BbIlIE MHPOPMAIUS SBISETCS
JIOCTOBEPHOM M TOYHOM. DTa Cepus NPOLYKLUHH MPOM3BEIeHa (BKIIOYAs yHaKOBKY (MapKHPOBKY) M KOHTpOJb
Ka4yecTBa) Ha BBHINIEYKa3aHHOH MPOW3BOJCTBEHHON IUTOaAKe (IUIOMAAKax) B IIOJHOM COOTBETCTBHH C
Tpe6oBanusaMH [IpaBun HajuIexaliell IpoM3BOACTBEHHOM MpakTuku EBpasmiickoro skoHomudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 o1 02 cents6ps 2022) v TpeO0BaHUSIMH KOHTPOJIA KaYECTBA JIEKAPCTBCHHBIX CPEICTB,
a TAKKE€ B COOTBETCTBHH CO CIEMUGUKANMSIMHU, COJAEPXKAITUMHICI B PETHCTPALMOHHOM J0Che CTPAaHBI-UMIIOpTEpPA.
3aInucH 10 MPOU3BOJICTBY, YIIAKOBKE H aHAIM3Y MIPOBEPEHBL,  YCTAHOBIEHO X COOTBETCTBHE TpeboBanusaM I Ipasui
HaIeXaIei MpOU3BOICTBEHHON MPAaKTUKU EBpa3sHiCKOT0 YKOHOMHIECKOTO CO03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: ITpoaykt cooTBeTcTBYeT Tpeboranuam HJI 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Ramakant IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoauresns

@)‘4 W\r ¢ Amit Kumar A b

o == gy &

Reprint Date / \ Reprint Date / Reprint Date / i
Jara: 17.05.2025 Jara: 17.05.2025 Jlata: 17.05 2075

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




