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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddii,

Distt, Solan, H.P., 173 205, INDIA
Tel 1 +91 93166 56001-02
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[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Ixcnpecc (keroposak) Tabaerku, AHCHeprupyembie B 10J0CTH PTa, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne Ut O0BeM cepn " 3600000 Tab

Analytical Repo:‘t No/ - 040002762258 Date of Analysis / . 24.12.2024

AHasuTH4ecKHii oTueT Ne Jara ananausa

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

Jara npoun3BoAcTRa Tomen g0

Mfg. License No. / . .

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

JIHIeH3Hs1 No

Analysis performed according ND:

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

Page1 of9/Crp.1 139

.1}00 Test / Ilokazaren Results / PesynbraThl Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrunie
side. / Kpyrnsle nnockue nnockue TabneTkn ¢ (ackol, cBeTiIo-
TabJeTku ¢ $packoi, cBeTIIo- JKENITOro 1iBeTa C TpaBUPOBKOH «|» Ha
XKENTOro LiBeTa C IPaBUPOBKOM OJHOI CTOPOHE.
«l» Ha OHOI CTOPOHE.

2 Identification / UnenTudnxauus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO®-cnekTpbl NOIIOLIEHHS
HCTILITYEMOTO  pacTBopa M pacTBopa
cTaHgapTHoro  obpasua  KETopoJaka
TpoMeTaMHHa JIOTIYKHBI HMeEThb
MakCHMYyMbI TIpH OJHOIf U TOH e IUIHMHe
BOJIHBI (£ 2 HM).

Remarks ;: The Product conforms to

IMpumeyanue: [Iponykr cooTBeTCTBYET TpeboBanusm HJ

ND/

Conclusion : APPROVED /
Zakmwuenne: OJJOBPEHO

Jara: 24.12.2024

Hara: 24.12.2024

Prepared by / , | Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Rana [/ IIpoeepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBoauTenb
_ | Maurya Amit Kumar _a &g
L /\/ ) "
Reprint Date / Reprint Date / Reprint Date/

Hara: 24.12.2024

Registerad Office: 8-2-337, Road Ne

2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol: +971 40 4900 2900, Fax: +#971 40 4900 2929, Email: mail@drreddys.com
CIN: L85195AP 1$84PLCO0CA507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P, 173 205, IND{A
Tel: +91 98166 56001-02
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Fkenpece (keToposak) TabieTku, AHCAEprUpyeMblie B 0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusn Ne Rl O6bem cepin " 3600000 Tab

Analytical Repo:‘t No/ . 040002762258 Date of Analysis / . 2412.2024

Ananurudecknii oTuyeT Ne JlaTa aHaaH3a

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

Jarta npon3BoacTBa I'ogen 1o

Mfg. License No. / ] .

IIpousBoacTBEeHHAsN : MNB/05/263 MA number: / : JIII-N2(004669)-(PT-
Homep PY RU)

JIHIeH3Hs1 Ne

Analysis performed according ND: / Anaans nposesen no HJL: JITI-N2(004669)-(PT-RU)-190224

Page2of 9/ Crp. 2 u39

No
No

Test / IlokazaTenb

Results / Pe3yjabTathl

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 ynepKubanus
OCHOBHOI'O TIHKa Ha XpoMaTorpamme
UCTBITYEMOTO pacTsopa JOJDKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHHUS
OCHOBHOIO TIMKa Ha XpoMaTorpammMe
pactBOpa CTaHJAPTHOTO obpasna
KeTopojiaka  TpoMeTamuHa  (pasgen
«KonuyecTBeHHOE ONpENeIeHUE).

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmiouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana TIposepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBonuresns
i [
2 Maurya Amit Kumar j(&’”—\/ g
Reprinl Date / Ruepiint Date / Reprint Dato / [
Hara: 24.12.2024 Hara: 24.12.2024 Hara: 24.12.2024

Registzred Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 497 40 1900 2900, Fax: =91 40 4900 2999, Email: mail@drreddys.com

CliJ: L35 195AP1934PLCO0AS07
wavwv.drreddys.com
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Dr. Reddy's Labcratories Lid
Forrmulation Unit-6
Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
CERTIFICATE OF ANALYSIS Tol - +G1 95166 56001-02
CEPTH®HKAT AHAJIH3A www.drreddys,com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMponykr: Keropoa®™ Dxcenpece (keTopoiak) TabneTKy, Ancneprupyenvbie B MOJOCTH PTa, 10 mr

Market / PoiHOK :Russia / Poccus
Batch No / : Batch Quantity / 3600000 tab /
Cepns Ne S O0bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002762258 Date of Analysis / . 94.12.2024
AManuTH4ecKHi oTueT Ne JlaTa ananu3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npou3BojcTBa Togen no
e FiccRsoNoT ‘ MA number: /  JIII-Ne(004669)~(PT -
IIpousBoacTBeHHAs : MNB/05/263 ;

Homep PY RU)
Janensna Ne

Analysis performed according ND:

/ Ananms nposenen mo HIL: JITI-Ne(004669)-(PT-RU)-190224

Page3of 9/Crp.3 m39

1}3 Test / [lokazaTenab Results / PesyabTaTh! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuzon 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
yAep>KUBaHHUA THKOB
2-0yTHITUIPOKCHAHN30Ma )7}
3-0yTUNAruapoKCHaHU30IIa Ha

XpoMaTorpaMme HCIBITYEMOTO pacTBOpa
JNOJDKHEI  COOTBETCTBOBATb  BPEMEHAM

yIAEpP>KUBAHHS ITHKOB
2-0yTUNATUIPOKCHaHU30J1a u
3-0yTHArKUIPOKCHAHK30J1a Ha

XpOMaTorpaMMe pacTBopa CTaHAAPTHOTO
o6pazua GyTHArHApOKCHaHM30Na (paszen
«ConepxaHue
OyTHATHIPOKCHAHH30MAN).

IMoarororneno: Pravesh Rana

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IIpoayKT COOTBETCTBYET TpeboBaHusM HJJ Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IIposepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoauTesb
Maurya @L Amit Kumar L —

"
Reprint Dale / Reprint Date / Reprint Date / '
Hara: 24.12.2024 Jara: 24.12.2024 Hara: 24.12.2024
Rocistered Office: 8-2-227, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Tetangana, India

To!

£91 40 4900 2000, Fax: +91 40 4900 2299, Email: mailéd rreddys.com
CInd: LSS LG5AR1OE4APLCONA507
wwrdrreddys,.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badcdii,
Distt. Solan, H.P.,, 173 205, INDiA
Tel 1 +91 98166 56001-02

CEPTUOPUKAT AHAJIU3A

vy drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keTopoJak) TabieTKH, AHCNEPrupyeMble B noaocTn pra, 10 mr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne V2402651 O0BeM cepur " 3600000 Tab

Analytical Repovrt No/ . 040002762258 Date of Analysis / . 24.12.2024

AHanuruuecKHii oTuet Ne JlaTa ananusa

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

JaTta npousBoacTBa Toxen oo

Mfg. License No. / . .

IIpon3BoacTBEeHHAs - MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)

JuueH3ns Ne

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

Page40of 9/ Crp. 4 139

1}? Test / Iloka3zatenb Results / PesyabTaTthl Specification / Hopma
3 Average weight / CpeaHsas 70.2 mg/70.2 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca : Ot 67,2 mr mo 72,8 mr (70,0 Mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OAHOPOIHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He ©Oonee =+ 10 %;
2/20 Tabnetox — He 6onee + 20 %.
4 Disintegration time / 00 min 52 sec / 00 muH 52 cex Not more than 3 min. / He 6o5nee 3 MuH.
PacnagaemocTb
5 Dissolution / Pacreopenue Unit-1/ Ta6a-1 97 % Not less than 75% (Q) of
. CisH13NO3*C4H1NOs (ketorolac
[Cnicey/Sliaces 24 s tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 93 % 75 % Q Ci1sHi3NO3*C4H1NO;3
. (keTopoJiaka TPOMETaMHH) uepe3 15 MuH.
Unit-4 / Tabn-4 96 %
Unit-5 / Tabn-5 96 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmarouenne: OJJOBPEHO

Prepared by /
[Tonrotosneno: Pravesh Rana

Checked by /

Maurya

[poeepeno: Santosh Kumar

P

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens

Amit K ==
umar I\“"’/
|

Reprint Date /
Hara: 24.12.2024

Reprint Date /

Jata: 24.12.2024

Reprint Date /
Jara: 24.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tet: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: raail@drreddys.com
CIN: L85195AP1984PLCO04507

wwiwv.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INTx 1A
Tel s +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa” Dxcnpece (keTopoiak) TabJeTKH, AHCHEPTHpYyeMbie B I0JIOCTH PTa, 10 mr

Market / PoiHoK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepun Ne Aewl e Oo6BeM cepHil " 3600000 Tab
Analytical RepoE't No / . 040002762258 Date of Analysis / . 24.12.2024
AHaauTHYecKHH oTueT N2 Jara aHaau3a
Date of Manufacture / . 11/2024 Date of Expiry / 10/2026
Jara npon3soacTsa T'onen 10
Mfg. License No. / , MA number: /  JITI-Ne(004669)~(PT-
IIpousBoxcTBenHas : MNB/05/263 :

Homep PY RU)
Jaunenzud Ne

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

PageS5of9/Crp.Su39

i.g Test / IlokazaTennb Results / PesynabTaTh! Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / Obpasyercs
OJHOPOIHAsA CYCIEH3Md, NPOXOAsllas
CKBO3b CHMTO C pa3MepoM OTBEPCTHit
710 MKM.
7 Impurities / [Tpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / ue Gonee 0,5 %;
ketorolac: / Huxe npeaena KOJMMIECTBCHHOIO
1-rHApOKCHAHANOT onpenenenus ([TKO = 0.0032 %)
KETOopoJaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHAIOT KETOpOJIaKa
unidentified impurity / not more than 0.5 %; / He Gonee 0,5 %;
eAUHUYHas
0
HeuaeHTH(UIIUPOBAHHAs 0.02%
MPUMECH
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
CcyMMa npumeceit
8 Water content / 2.0% Not more than 7.0 %. /
CopepxxaHue BOAbI He Gonee 7,0 %.

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Baxkawuenne: OJJOBPEHO

Hata: 24.12.2024

Hara: 24.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rana IIpoBepeHo: Santosﬁ Kumar | Omobpeno: Menemxkep / Pykopoauresib

P Maurya . Amit Kumar L
Reprint Date / Reprint Date / Reprint Date / '

Jlarta: 24.12.2024

Regisicred Office: 8-2

Tal: 4

233
1200

a1 40 2900, F

CliN:

5195AP1984PLCN0A507
v, drreddys.com

7, Road Mo. 3, Banjara Hills, Hvderabad - 500034, Telangana, indiz
¢ -9 A0 2900 2999, Erail: mail@drraddys.com
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CERTIFICATE OF ANALYSIS Tel

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDia
- +91 98166 56001-02

CEPTUOPUKAT AHAJIM3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopoa® Dxcnpece (keropoJak) TabaeTKH, AHCHeprupyeMble B 0JIOCTH PTa, 10 mr

| Market / Ppinok :Russia / Poccus
Batch No / . V2402691 Batch Quantity / : 3600000 tab /
| Cepus Ne O0bem cepun 3600000 Tab
Analytical Repo:‘t No/ . 040002762258 Date of Analysis / . 94.12.2024
AHaTuTHYeCKHH oTUeT No JlaTa anHaausa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jara npousBoacTEA I'onen no
Mfg. License No. / . o
IIpon3BoacTBEHHas : MNB/05/263 S mumb e : JIIE-N2(004669)-~(PT-
Homep PY RU)
JHneH3un Ne

Analysis performed according ND: / Ananus nposejen mo H/I: JII-Ne(004669)-(PT'-RU)-190224

Page 6 of 9/ Cp. 6 u3 9

i? Test / [TokazaTennb Results / PesynapTaTh! Specification / Hopma
9 Residual solvents / OcTaTouHble OPraHHYeCcKHe pacTBOPHUTEIIH
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. /
H3zonponadon 10 mxr B TabneTtke He Gonee 350 Mmkr B TabneTke.

10 Microbiological purity*/ Mukpoouonornyeckas 4YucTora®

Total Aerobic Microbial
Count / ob1mee guciio

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

OanopoaHoCTb
JAO3UPOBAHHBIX €JUHMUIL

NA
a3poOHBIX MUKPO-
OpPraHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o61ee yucio NA He Gonee 10% KOE/T;
JPOMXOKEBBIX M UIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B I T.
11 Uniformity of dosage units / 7.3 Acceptance value (4V) not more than

15.0 IMoxkasatens npuemiemoctu (AV)
IOJKeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/

Ipumeyanue: [TpoayKkT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana [Iposepeno: Santosh Kumar | Ogobpeno: Menemxep / Pykosoaurens
| Maurya Amit Kumar w
/&)f /
Reprint Date / Reprint Date / Reprint Date / :
Hara: 24.12.2024 Jara: 24.12.2024 Hara: 24.12.2024

Regicterad Offica; 5-2-337, Foad No. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tol: #9140 4900 2900, Fax: +91 40 £500 2999, Email: mail@drreddys.com
CiM: L8E195APTARIPLCO0AS07

wwavdrreddys.com




o ..
Dr.Reddy’s Q_’.'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labocratories Lid
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.B., 173 205, IND1A
Tel - +91 98166 56003-02

CEPTHOHUKAT AHAITM3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| I poayxkr: Keropoa® Dxenpece (keTopoaak) TabieTkH, Anciieprupyemble B N0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepnn Ne R O6bem cepun " 3600000 Tab

Analytical Report No/ - 040002762258 Date of Analysis / . 24.12.2024

AnanurHdeckuii oruer Ne Jlara ananu3za

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

JlaTa npon3BOACTBA I'open g0

Mfg. License No. / . o

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

nuuenzua Ne

Analysis performed according ND: / Anaams nposenen no H/I: JITI-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp. 7139

No

Test / [loka3zaTeib
No

Results / Pe3y1bTaThl

Specification / Hopma

12 Assay / KonuyecTBenHoe
onpenesieHHe

10.0 mg/ 10.0 Mr
(100.1 %)

From 9.0mg to 11.0 mg of
C15sHi3NO3*C4H | INOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr mo
11,0 mMr C5sH13NO3*C4H,; 1 NO3
(xeToponaka tpometamuH) (or 90,0 no
110,0 % OT 3asABJIEHHOTO KONMYECTBa) B
TadJeTKe.

13 Butylhydroxyanisole
content / CogepxaHue
Oy THIITMAPOKCHAHN30J1A

0.0945 mg/tab /
0.0945 mr B TabneTKe

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

14 Package description /
Onuca”le YIaKOBKH

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. / I[lo 10 Tabnerox B
onucrepe uz  (IA/AJIIID ¢
praronoraorurenem/I19BIT)
donmsrn // (IT/AJ) onrru. ITn
2 GnHcTepa BMECTE C JIUCTKOM-
BKJIAJIBILIEM B nauky
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. / [lo 10 TabneTok B
onucrepe u3 (TTA/AJI/TID (v
praronornotutenem/I13BI1)  donbru //
(T13/AJT) ponsru. IMo 1 umy 2 Onuctepa
BMECTE C JINCTKOM-BKJIAAbILIEM B MUKy
KAPTOHHYH

Remarks : The Product conforms to ND/
[pumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusam HIT

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
IMoarorosnieHo: Pravesh Rana %

—

Checked by /
[Npoepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoauresnb

Amit Kumar R
/\ S

Reprint Date /
Hara: 24.12.2024

Reprint Date /
Jara: 24.12.2024

Reprint Date/

Jara: 24.12.2024

Registered Office: -
Tel: +97 a0

P et

G0 2800, F

. Read No. 2, Banjara Hills, Hyderahad - 500034, Telangana, India
S 491 40 4900 29499, Email: mail@drreddys.com

CIn: LBE1QEAR1984PLI0NA507

vy drreddys.com




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

' Bs
’ ‘o. A -~
Vill. Khol, Nalagarh Road, Badicij,
Dr. Reddy s .. Distt. Solan, H.P., 173 205, INDA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDPHKAT AHAJIM3A wiww, dereddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® dxenpecc (keTopoiax) TabaeTKy, AHCIIeprupyeMble B M0JI0CTH pTa, 10 mr
Market / Peinok :Russia / Pocens
Batch No / . Batch Quantity / 3600000 tab /
Cepns Ne 2 V2402691 O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002762258 Date of Analysis / - 24.12.2024
AHannTHYeckHil oryer Ne Jlara ananusza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
HaTta npounssoacTea T'onen no
Mifg. License No. / . o
ITpousBoacTBeHHAN : MNB/05/263 kL OB g JHI-N2(004669)-(PI-

Homep PY RU)

auneH3us Ne
Analysis performed according ND: / Ananus npogseaen no H/I: JITT-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 uz 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.

* JIpM BbIIyCKe JIEKAPCTBEHHOr0 NpenapaTa KOHTPO/Ib Ka4ecTBa Nno nokasaresmio «Mukpobnoaoruieckas
4HCTOTA» NPOBOAUTCS AJIsA Kaxaoii 20-0ii cepuu, WM AJI51 OAHOM CepUH B roll, B 3aBHCHMOCTH OT TOr0, YTO
HACTYNHT paHblle.

API name / Haumenopanne ADC: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/ MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRH008106

Howmep cepuu nponssoguteis ADPC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHIHH NPOH3BOIHTEJIS FERA00613

I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouzsogurens APC, crpana: H-p Pennu'c JlaGoparopuc JIta., 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) /

HaumeHoBaHHe, ajpec, THIEH3HS AJIs I-p Penmu’c Jlabopatopuc JIta., Mnaus, [poussoacreentoe
IIpousBoacTBenHas miaomaaka / Iliomankxa noapaspenenue-6, Bun. Kxons, Hanarapx Poya, bapuuu, Jluctpukt
koHTpoan kadecTsa / [Lnomanka Beimycka Conan, X.J1., 173205, Uaausa (nuuensus vomep 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/ Conclusion : APPROVED /
[Tpumeuanue: [IpoaykT cootBeTcTBYET Tpebosanmsm HJI 3axarouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Pravesh Rana IMposepeno: Santosh Kumar | OpobpeHo: Menemxep / Pykosonuresnb
Maurya % Amit Kumar -

v Xy /\r"/
Reprint Date / Reprint Date / Reprint Date / '
Mara: 24.12.2024 Hara: 24.12.2024 Hara: 24.12.2024

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: L85195APIY8GPLCO04507
wwav. drreddys.com




Dr. Reddy's Laborateries Lid
Formulation Unit-6

. ‘ -
Dl’. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Disit. Solan, H.P., 173 205, INDiA
CERTIFICATE OF ANALYSIS  1./- 191 95166 5600102

CEPTUO®UKAT AHAJIU3A s, direddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIponykr: Ketopoa® Jkenpecce (keropoJiak) TabuieTKH, AuCeprupyemble B M0J0CTH pTa, 10 mr
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepua Ne § VEHIED O6bem cepun © 3600000 Tab
Analytical Repo:‘t No/ - 040002762258 Date of Analysis / . 24.12.2024
AHanuruyeckmii oTdeT Ne JaTta ananusa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTa npon3BoACTBA I'ogen oo
Mfg. License No. / . .
IponseoacTBennas : MNB/05/263 g mumber; s A-Ne(004669)-(PT-
Homep PY RU)
Jaunenzus Ne
Analysis performed according ND: / Anann3s nposeaen mo H/: JITI-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».

3akiadenue o cooTsercTBHn: «HacTosmmM s MOATBEPIKIAI0, YTO NMPUBEACHHAS BBINIE HHOOPMAIIUS SIBIISETCS
JIOCTOBEPHOM M TOYHOW. DTa cepHs MPORYKIHHM TIPOU3BENEHA (BKIIOYas YIAKOBKY (MapKHpPOBKY) M KOHTPOIb
KauyecTBa) Ha BBIIICYKa3aHHOW IIPOM3BOJICTBEHHON IIiomanke (IUIOIIAAKax) B IIOJIHOM COOTBETCTBHH C
TpeboBanusMu [IpaBun Haiexaed MPOU3BOACTBEHHON NpakTHky EBpasmiickoro 3xoHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs06ps 2022) 1 TpeGoBaHMUAMU KOHTPOJIS Ka4eCTBA IEKAPCTBEHHBIX CPE/CTB,
a TakXe B COOTBETCTBHH CO CIEIUMUKAIUIME, CONEPKALUMUICS B PETUCTPALIHOHHOM JIOChE CTPAHBI-UMIIOPTEPA.
3anucy 1o IpOU3BOACTBY, YIIAKOBKE M aHAIM3Y TPOBEPEHE], H YCTAHOBJIEHO HX COOTBETCTBUE TpeOoBaHuaM [IpaBun
HaJJIeXKAaIIEeH IIPOU3BOACTBEHHON IPaKTUKU EBPa3suiCKOro 5KOHOMHYECKOTO COI03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IlponykTt cootBercTBYeT TpebosanusaM HJI 3aknaouenne: OTIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarororneno: Pravesh Rana L IMpoeepeno: Santosh Kumar | Omobpeno: Menemxep / PykoBoauresnn

Maurya % Amit Kumar N
[\(-»_\/

Reprint Date / Reprint Date / Reprint Date / v
Jarta: 24.12.2024 Jlara: 24.12.2024 Jarta: 24.12.2024

R=gistered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol; 491 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L55195AP1984PLCO0AS07
www.drreddys,.com




