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

Vilt. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 95165 56001-02
www.drreddys.com

Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketoposn® Ikenpece (keroposiak) TabaeTKH, AHCIEPIHPYeMbie B MOJIOCTH PTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne V2500020 O0BeM cepun " 3600000 Tabd

Analytical Repourt No/ . 040002935656 Date of Analysis / . 17.05.2025

AHanuruvyeckHH oryer Neo JlaTa ananu3za

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

JlaTa npou3BOACTBA Togen a0

Mifg. License No. / . .

ITpousBoAcTBeHHAS : MNB/05/263 MAinumbers : JIENE(U04602)2(h s
Homep PY RU)

JHUeH3ua Ne

Analysis performed according ND: / Anaaus nposeaen mo HJL: JII-Ne(004669)-(PT-RU)-190224

Page1 of 9/Crp.1 139

No . .
No Test / ITokazaTennb Results / Pe3yabTaThbl 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. / Kpyrnbie
side. / Kpyrnbie miockue nnockue TabneTku ¢ ¢ackol, CBETIO-
TabneTky ¢ packoi, CBETIO- XKEJTOro 1BeTa C IPaBUPOBKOW «I» Ha
JKEIITOro LBETa C TPaBUPOBKO OIHOM CTOPOHE.
«l» Ha oiHO} CTOPOHE.
2 Identification / UaenTnduxauus

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / V®-cnekTpsl NOITOLIEHUA
UCIILITYEMOTO  pacTBopa M pacTeopa
craHgapTHoro  ofpasna  KeToponaka
TpOMETaMHHa JOJKHBI HMETh
MaKCHMYMBbI TPU OQHON U TOH e JJIuHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

[Mpumeuanne: [TpomykT cooTBeTcTBYET Tpedosarnsm HJI 3akmwouyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Ramakant ITposepeno: Pardeep Kumar | Ogobpeno: Menemxep / Pw\{moz{menb

MU& [ Amit Kumar ;‘\/' =

o~——= ‘
Reprint Date / \ Reprint Date / Reprint Date / !
Jara: 17.05.2025

Hara: 17.05.2025 Jara: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500034, Telangana, India
Tel: +97. 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIMU3A

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Hpoaykr: Keropoa® Jxenpece (keTopoaak) TabaeTky, AUcHeprupyemeie 8 1o0¢ti pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne - V2500920 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002935656 Date of Analysis / . 17.05.2025

AHanuTHYecKHH oTyeT Ne JlaTa ananu3za

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

JaTa npoH3BOACTBA T'onen no

Mfg. License No. / . N

ITpousBoacTBEHHAS : MNB/05/263 Gl LGl : JIII-Na(004665)-(PT-
Homep PY RU)

JHueH3us Ne

Analysis performed according ND:

/ Ananus nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Crp. 2 u3 9

| No

No Test / I[Toka3zaTenb

Results / PesynbTaTsl 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). / Bpemst yAepXuUBaHHA
OCHOBHOTO THKa Ha XpoMarorpamme
UCITHITYEMOTO pacTBOpa JOOJDKHO
COOTBETCTBOBATh BPEMEHU YACPKUBAHHA
OCHOBHOIO [MHMKa Ha XpoMmarorpaMme
pacTBopa CTaHAAPTHOTO obpazua
KETOpoJlaka  TpoMeTaMHHa  (paszen
«KOMMYEeCTBEHHOE OMpPEACIICHUEY).

Remarks: The Product conforms to ND/ " Conclusion: APPROVED /
ITpumeuanue: ITponykT cooTsercTBYeT Tpebobanuam HJI 3axmwuenne: OJOBPEHO

Prepared by /
HMoaroroeneno: Ramakant

b

Checked by / Approved by: Manager/Executive /
[Iposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoautenb
p Amit Kumar /\ (o

—

r
k_‘_-__;4________. —

Reprint Date /
Jara: 17.05.2025

Reprint Date / Reprint Date / V
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




) PY Dr. Reddy's Laboratories Ltd.
o k .
Formulation Unit-6
)
Dr.Red dy S Q.o. Vill. Khol, Nalagarh Road, Baddi,
’ CERTIFICATE OF ANALYSI§  Distt. Solan, H.P., 173 205, iNDIA
CEPTI/I(I)I/]I(AT AHA.HI/ISA Tel : +91 98166 56001-02

www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keTopoak) TabaeTKH, 1HCHepTHPYEMbIe B MOJIOCTH PT4, 10 mr

Market / PeiHOK :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne S O06bem cepun " 3600000 Tab

Analytical Repo“rt No/ - 040002935656 Date of Analysis / . 17.05.2025

AHajgHTHYeCKHH oTUeT Ne Jara anaausa

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

JaTa npou3BoacTea I'onen no

Mfg. License No. / . .

Ilpons3BoacTBeHHas : MNB/05/263 MA number: / ' JILI-Ne(004669)-(PT-
Homep PY RU)

JHIeH3Hs Ne

Analysis performed according ND: / Anaius nposegen mo HJL: JINI-Ne(004669)~(PT" -RU)-190224

Page30f9/Crp.3 m3 9

iﬂo Test / [loka3aTenb Results / PesynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneudpoxcuaruzon 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
yaep KUBaHUS TTHKOB
2-6yTUITMAPOKCHAHU30MI %
3-6yTUIrHAPOKCHAHU30J1a Ha
XpOMaTOrpaMMe UCIBITYEMOTO pacTBOpa
JOJDKHEI  COOTBETCTBOBAaTb BpEMeEHaM
yIepKUBAHHU TIHKOB
2-6y THITHAPOKCUAHU301a "
3-6yTUNTHAPOKCHaHU301a Ha
XpOMaTorpaMMe pacTBopa CTaHHAPTHOIO
o6pasua 6yTUArHApOKCHaHU30a (pa3aen
«ConepxaHue
OYTHITHAPOKCUAHU30JIa»).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMTpumeuanwue: [Tpoayxt cootBercTByeT TpeboBaHusaM H/T Zakmouyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneno: Ramakant I[Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoaurens
(@AUJ: Amit Kumar A — i
J .
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: +97, 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PiC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®HUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Hpoaykt: Keropon® Dkenpece (keToposak) Tabierk, Ancneprupyemsle B nojocrs pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne e O6nbem cepun " 3600000 Tab

Analytical Report No/ - 040002935656 Date of Analysis / . 17.05.2025

AHanuTH4YecKnii oTyer Ne JlaTa ananusa

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

Jara npouszBoacTBa | I'open o

Mfg. License No. / . o

IIpousBoacTBeHHAN : MNB/05/263 DA RUBEES / : JHI-Ne(004669)-(PT-
Homep PY RU)

Jaunen3ust Ne

Analysis performed according ND: / Anaaus uposenen mo H/L: JII-Ne(004669)-(PT-RU)-190224

Page4 of 9/ Cip. 4 3 9

1;.00 Test / [loka3aTesib Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeanss 69.7 mg / 69.7 Mr 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 %;
OAHOpPOAHOCTHL Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabmetoxk — He Oonee =+ 10 %;
2/20 Tabnerok — He 6onee + 20 %.
4 Disintegration time / 00 min 25 sec / 00 muH 25 cex Not more than 3 min. / He 6onee 3 Mun.
Pacnagaemocthb
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 97 % Not less than 75% (Q) of
. Ci15sHi3NO3*CsHi1NOs (ketorolac
Unit-2 / Tabn-2 103 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta6én-3 100% | 75% Q CisHi3NO3*CsH1iNO3
. (keToponaka TPOMETaMHH) yepe3 15 MUH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 99%

Remarks: The Product conforms to ND/

ITpumeuanue: IIpoaykT cooTBeTCTBYET Tpeboranusam HJI

3aka

Conclusion: APPROVED /

wuenune: OJJIOBPEHO

Prepared by /
TMoarorosneno: Ramakant

iy

Checked by /
[TpoepeHo: Pardeep Kumar

Amit

=

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

Kumar | /\ /‘}

Reprint Date /
Hata: 17.05.2025

Reprint Date /
Jlarta: 17.05.2025

Reprint Date/
JHara:

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
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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

CEPTHOHKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.cam

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

Ipoaykr: Keropoa® Jxcnpece (Keroponak) Tabnerku, AHcneprupyerbic B MOJOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepusn Ne V2500920 O06Bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002935656 Date of Analysis / . 17.05.2025

AHagmuTHYecKH# oTueT No Hara aHann3za

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

Jara npousBoacTea I'ogen 10

Mfg. License No. / . .

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

JuneH3usn Ne

Analysis performed according ND: / Anaus nposeaen o H/I: JITI-Ne(004669)-(PT'-RU)-190224

Page 50f9/Crp.Sm39

i.oo Test / [lokasarenn Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocThb 710 um sieve is formed. / O6pa3syercs
ONHOPOINHAs CYCHEH3Ms, IPOXOAALIAs
CKBO3b CHTO C pa3MepoM OTBEpCTHii
710 MKM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-rugpokcuaHanor
KETOpOJIaKa

1-keto analog of ketorolac /
1-keToaHaNOr KETOpOJIaKa

unidentified impurity /
eMHUYHast
HEHAEHTU(PHUUMPOBAHHASL
pUMECh

Below LOQ (LOQ =0.032 %) /
Hwxe mpefena KOJMYECTBEHHOIO
onpezenenus ([TKO = 0.032 %)

0.03%

0.02%

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

not more than 0.8 %; / He 6omnee 0,8 %;

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

total impurities /
cyMMa IpUMecei

0.1%

not more than 1.0 %. / 5e 6onee 1,0 %.

8 Water content /
Coaep:kaHHe BOIbI

23 %

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

Remarks: The Product conforms to ND/

T[Ipumeuanue: IlponykT cooTBeTcTBYET TpeGoBanusaM HJT

Conclusion: APPROVED /
3axsmouenne: OJJOBPEHO

Prepared by /
IToarorosieno: Ramakant

Rulo

Checked by /
IIpoeepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBonureb
Amit Kumar

L0
/
N—_—

Reprint Date /
Hara: 17.05.2025

Reprint Date /
Jlata: 17.05.2025

Reprint Date /
Hara: 17.05.2025

Reglstured Offive: 8-2-337, Ruad No. 3, Danjara ilills, Ilyderabad 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




‘ P Dr. Reddy's Laboratories Ltd.
® h .
Formulation Unit-6
®
Dr' Reddy,s q .. Vill. Khol, Nalagarh Road, Baddi,
’ CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUDPUKAT AHAJIN3A Tel : +91 98166 56001-02

wiww drreddvs.com

Product : Ketorol Express (ketorolac) Orally ﬁisintegrating Tablets 10 mg
Hpoaykr: Keropou® Dxcnpecc (KeTopoJaaK) Tab/1eTKH, AncnepripyeMble B 0JIOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne V2300920 O6beM cepin " 3600000 Tab
Analytical Report No/ . 040002935656 Date of Analysis / . 17.05.2025
| AHAXHTHYeCKHiH 0TYeT Ne Jara ananuza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jlata npon3BoACTBA Ioaen a0
Mfg. License No. / . ,
IIpon3BoacTBEHHAs : MNB/05/263 M, b exer/ g SLOEMCo2)ET=
Homep PY RU)
JInneH3Hs Ne

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

Page 6 of 9/ Crp. 6 m39

No

N Test / [TokasaTennb Results / Pe3yabTaTsl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHMYecKHe pacTBOPHTE/H
Isopropyl alcohol / 7 pg/tab/ Not more than 350 pg/tab. /
HzonponaHoi 7 MKT B TabneTke He 6onee 350 Mkr B TabneTKe.

10 Microbiological purity*/ Mukpo6nonoruyeckas Yucrora*

Total Aerobic Microbial not more than 103 CFU/g; /

Count / ob11ee 9yucio NA He 6onee 10 KOE/T;

a3poOHBIX MHKPO-

OpraHM3MOB

Total Combined Yeast and not more than 102 CFU/g; /

mold count / ob1iee yucio NA He Gosee 102 KOE/T;

TPOMOKEBBIX U IUIECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHEB 1 T.

11 Uniformity of dosage units / 4.2 Acceptance value (4¥) not more than
OnHOpOAHOCTHL 15.0 Iloka3zartens mpuemiyieMocTH (A7)
NO3UPOBAHHBIX €AHHULY noynkeH OuiTh He Horee 15,0.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBanusM HJL 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroneno: Ramakant IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoautesns
Amit Kumar A
—

Buls . N
Reprint Date / ) Reprint Date / Reprint Date /
Hara: 17.05.2025 Hara: 17.05.2025 Jara: 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 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A

Tel ; +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegra?ing_ Tablets 10 mg
Tpoaykt: Keropoa® Dxcnpecc (keTopouiak) TabjieTkH, JHCHEeprApyemMble B NOJIOCTH pra, 10 Mr

Market / PuiHOK :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2500920 O6beM cepHn " 3600000 Tab

Analytical Report No/ - 040002935656 Date of Analysis / - 17.05.2025

AHajnTHYecKuii oTyer Ne Jata anaaunsa

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

JaTra npou3BoACTBA T'opgen no

Mfg. License No. / . .

Ilpon3soacTBenHas : MNB/05/263 M mumbers / . JIH-Ne(004669)-(PT-
Homep PY RU)

JHIeH3us Ne

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

Page 70f9/Crp. 7m3 9

No
Ne

Test / IToka3zaTenan

Results / PesyabTaThI

Specification / Hopma

12 Assay / KojinuecTBeHHOE
onpeaesieHue

10.3mg/10.3 Mr
(102.9 %)

From 9.0mg to 11.0mg  of
CisHi3NO3+CsH 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 Mr C15sH13NO3+CsH11NO;3
(ketoponaka TpomeTamuH) (oT 90,0 mo
110,0 % oT 3a1BIEHHOTO KOIHYECTBA) B
TabneTke.

13 Butylhydroxyanisole
content /
OyTHJITHAPOKCHAHH30J12

Coaepxxanue

0.0965 mg/tab /
0.0965 mr B TabneTke

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

14 | Package description/
Onucanue 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. / Tlo 10 Tabnerox B
omuctepe w3z (IA/AJUVIID ¢
prnaronornorutenem/I19BIT)
¢domnsru // (II3/AJT) donsru. ITo
2 6nMcTepa BMECTE C JIUCTKOM-
BKJTaIbIIIEM B navyKy
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 tabneTok B
6nmcrepe u3 (ITA/ATVIID c
snaronornoturenem/I[I9BIT) domeru //
(I12/AJT) doneru. Io 1 umu 2 6nrctepa
BMECTE C JINCTKOM-BKJIAJbILIEM B IAYKY
KapTOHHYO.

Remarks: The Product conforms to ND/
[Ipumeuanue: [Tponykt cooTBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /

IMoarorosneno: Ramakant

Checked by /
[poeepeHo: Pardeep Kumar

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

&

Reprint Date /

Haia. 17.05.2025

Bk

Reprint Date /
Haia. 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 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
wwve.drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
Hpoaykr: Keroposn® Dxcnpece (keToposak) TaG/IeTKH, AMcneprupyemsie B noaocts pra, 10 mr o
‘Market / Peinok :Russia / Poccust

Batch No / ; Batch Quantity / 3600000 tab /
Cepust Ne b P20t O0nem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002935656 Date of Analysis / . 17.05.2025
AHamuTHYecKHi oTueT No JIaTa aHaJIn3a

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

Jara npou3BoAcTBa TI'oaen oo

e , MA number: / . JII-Ne(004669)-(PT-
TlpouszBoacTBEHHAS : MNB/05/263 .

Homep PY RU)

Junenzus Ne
_Analysis performed according ND: / Ananns nposenen mo 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 BbINyCKe JIEKAPCTBEHHOIO MpenapaTa KOHTPO/Ib KayecTBa Mo nokasateio «MuxpoGuosoryyeckas
YHCTOTA» MPOBOANTCA AJIS KaxKaoii 20-0ii cepuH, HIIM IS OAHOM CEPHU B I0jl, B 3aBUCHMOCTH OT TOr0, 4TO

HACTYIIUT paHblIE.

API name / Haumenopanue ADC: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/ MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABSH001207

Homep cepun nponssoautens APC:

FP Manufacturer API Batch number /

Homep cepnu cydcTaHIHH NPOH3BOAHTEIH FESAQ0157

TJIP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponspoautesr APC, crpana: JI-p Pennu'c JIabopatopuc Jlta., Muaus

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) /

HaumenoBaHue, agpec, JTHUEH3UA AJIH J-p Penau’c Jlabopatopuc JIta., Muaus, IpoussoacreeHHoe
ITpousBoacTeenHas nuromajaka / Ilnomanka noxpasnenenue-6, Buut. Kxons, Hanarapx Poya, bapmu, JInctpukrt
KxoHTpoas kadecrsa / ILnomagka Boimycka Counan, X.I1., 173205, Uuaus (nuuensus Homep MNIB/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 /
ITpumeyanue: [Ipoaykr coorBeTcTBYeT Tpebosanusm HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarotosneno: Ramakant ITposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoauresns
f Amit Kumar L

Rt e ——
Reprint Date / \ Reprint Date / Reprint Date / ¥
Hara: 17.05.2025 Hara: 17.05.2025 Hara: 17.05.2025
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

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

Hpoaykr: Keropoua" 3xenpecc (KeToponak) TabaeTKH, ANCHeprupyemble B mojocrd pra, 10 mr

| Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne i V2500900 OG6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002935656 Date of Analysis / . 17.05.2025
AnajuTndeckuid oTueT Ne Jlata aHannsa

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
Jlara npon3BoACTBA T'opgen 1o

Mfg. License No. / ) .
IIpou3BoJcTBEHHAS : MNB/05/263 MA number: / , JII-N2(004669)-(P1-

Homep PY RU)

auneH3ud Ne
Analysis performed according ND: / Anain3 npoBeaes no HJT: JIT-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 Manufafzturing Practice of the Eurasian Economic Union is established».

3aK/II04YeHHe 0 co0TBeTcTBHH: «HacTodmuM s DOATBEPIKAA0, YTO NPUBEICHHAS BBILIC uHbopMaIHsl ABISETCS
JOCTOBEpHOM H TOUHOH. DTa cepust IPONYKIHUH TPOU3BENCHA (BKTIOYAs YIAKOBKY (MApKUPOBKY) M KOHTPOJE
KayecTBa) Ha BBIIIEYKAa3aHHOH IIPOM3BOJICTBEHHON MIIOMIANKE (uromagkax) B IIOJHOM COOTBETCTBHM C
TpeGoBannsaMu [IpaBui HajUTeXKamleH MPOM3BOACTBCHHON MPAKTHKH EBpasuiickoro 95KOHOMHMYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) 1 TpeOOBaHUAMHI KOHTPOJIA Ka4eCTBa JICKAPCTBEHHBIX CPEICTE,
4 TAKKe B COOTBETCTBHH €O CIENU(HUKAIMAMHE, COAEPKAIUMHUC B PETHCTPAIIMONHOM [I0CHE CTPAHBI-MMIIOPTEpA.
3amUCH 110 TIPOU3BOJICTBY, YIIAKOBKE H aHATU3Y IIPOBEPCHBI, U YCTAHOBJICHO UX COOTBETCTBHC tpedoBaHusAM IIpaBui
HaUIeKaIeil TpOM3BOICTBCHHOM NPaKTHKK EBpasuiCcKOTo S5KOHOMHYECKOTO COI03a).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: [TPOAYKT COOTBETCTBYET TPEOOBAHUSM HI 3akmouenne;: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Ramakan Iposepeno: Pardeep Kumar | Onobpeno: Menemiep / PykoBOOHTETE
Amit Kumar A

had - Ao
Reprint Date / ' Reprint Date / Reprint Date/ !
Hara: 17.05.2025 Jlata: 17.05.2025 Hara: 17.05.2025




