Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Tef : +01 9316€ 5€001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Ikcmpece (keroponak) TabaeTkH, IHCHeprHpyeMbIe B N0J10CTH pTa, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne e O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002978268 Date of Analysis / . 29.06.2025

AHannTHYecknii oTueT Ne - Jarta anaiu3a -

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jara npon3poacTBa - TI'onen go - -

Mfg. License No. / . Y

IIpousBoAcTBeHHAS : MNB/05/263 MEsnumbers g JIENE(P04669)=(E1=
Homep PY RU)

JHneHzug Ne

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

Pagel1of9/Crp.1m39

No

Test / [Toka3zaTenn
Ne

Results / PesyabTaTbl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with """ debossed on one
side. / Kpyrmsle ninockue
TabneTky ¢ Gackoid, CBETNO-
XKEJITOTO L[BETA C IPABUPOBKOM
«l» Ha ofHOM cTOpOHE.

Light vellow round flat beveled tablets
with "|" debossed on one side. / Kpyrible
IUtockue TabneTkd ¢ (ackoid, CBeTIO-
JKEJITOr0 1IBeTa C [PaBUPOBKOH «I» Ha
OJHOU CTOpOHE.

2 Identification / Haentudukaunn

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnexTpsl MNOITNOIUEHAA
UCIIBITYEMOTO  PacTBOpa U pacTBoOpa
cTaHmapthoro  obpazma  KeTopoJjaka
TpOMeTaMHHA TOJIXKHBI UMeThb
MaKCUMYyMbI TIPH OHOH M TO¥ ke JJIHHE
BOJIHEI (+ 2 HM).

Remarks: The Product conforms to ND/
Ilpumeuanue: IIporyxT cooTBeTcTBYET TpeboBaHnsam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Jlara: 29.06.2025

Hara: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosneno: Yogesh Chauhan | IIpoBepeno: Pardeep Kumar | Ono6peno: Menemxep [ Pykosoaureb

//’ ¥ Jl_, Abhishek Chauhan '
Reprint Date/ Reprint Date / Reprint Date /

Jara: 29.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 4G 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 2G5, INDIA

CEPTU®HKAT AHAJIN3A

Tel: +91 98166 56001-102
www.drreddys.com

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

ITpoaykTt: Keropon® Dkcnpece (keropoJak) TabieTkH, AHCIIEPrHpyeMble B MOJI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne S O6nem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002978268 Date of Analysis / - 29.06.2025
AHaJauTHYecKHH oTueT Ne Jlara aHanuza
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JlaTa npon3BoacTBa T I'ogen oo
Mfg. License No. /
‘ MA number: / _ JIII-Ne(004669)-(PT -
IIponsBoacTBeHHAA : MNB/05/263 Howmep PY " RU)

JuneH3ua Ne

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

Page2 of 9/Crp. 239

[ No

Test / [Tokaszareib
Ne

Results / PesynabTaTsl

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 ynepxuBaHuA
OCHOBHOIO [MHKa Ha XpoMaTtorpamme
HCTILITYEMOTO pacTBopa IOJDKHO
COOTBETCTROBATH BPEMEHH YINEPKHUBAHHS
OCHOBHOIO [MHMKa Ha Xpomarorpamme
pacTBopa CTaHJAPTHOTO obpasua
KeToponaka  TpoMeTaMuHa  (pasgen
«KoJIHueCTBEHHOE ONpEIeNICHHEN).

Remarks: The Product conforms to ND/
Hpumeuanue: [Ipoaykr cootseTcTBYeT Tpebosanusam HJI

Conclusion: APPROVED /
3axnouenne: OJQBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxroroeneHo: Yogesh Chauhan | Iposepeno: Pardeep Kumar | Ono6peno: MenemwKep / Pykgsonuress
Y p Abhishek Chauhan T
[{r’ ’/J;, k.?—_l'a}—"_#”'
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 2G5, INDIA
Tel: +91 93166 56001-02

CEPTUHOHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa® Dxcnpece (keToposiak) Taf1eTKH, JHCIEPrHpYeMble B M0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne N O6bem cepuu " 3600000 Tab

Analytical Report No / . 040002973268 Date of Analysis / - 29.06.2025

AHanuTHyecknii oruer Ne Jara aHanu3a = |

Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027

JaTa npou3BoaCTBA I'onen o R

Mfg. License No. / . o

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

JiuneH3usa Ne

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

Page3 of 9/Crp.3 m3 9

No

No Test / IlokazaTenb Results / PesynbTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymuneudpoxcuanuzon 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). / BpemeHa
yIEepXKUBAHUS NHKOB
2-0yTHNTHAPOKCHAHU30T1a 7
3-OyTIIrHapoKCHaHU301a Ha
XpoMaTorpaMme HCIBITYeMOro pacTBOpa
JOJDKHBl  COOTBETCTBOBAaTh  BPEMEHaM
YUCPIKMBAHUA IHUKOB
2-6yTHATMAPOKCHAHN30]1a 74
3-6yTUnrupoKCHaHu301a Ha

XpOMaTOrpaMMe pacTBopa CTaHJapTHOIO
obpasua 6yTunruapokcuaHuzona (paszaen
«ConepxaHue
OYTUITHAPOKCHAHU30Ia»).

Remarks: The Product conforms to ND/
Hpumeyanue: [Ipoaykr cootseTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3akmouenne: OJ{IOBPEHO

Prepared by /

4
(A

IToarorosneno: Yogesh Chauhan

Checked by /
Ipoeepeno: Pardeep Kumar

f—

Approved by: Managér/Executive /
Abhishek Chauhan |

Onobpeno: Menemwxep / P_vxom\cmenb

=

Reprint Date /
Jara: 29.06.2025

Reprint Date /
Jata: 29.06.2025

Reprint Date /
Jata: 29.06.2025

Registered Office: 8-2-327, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +81 40 4900 2900, Fax: +91 40 4900 29599, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road. Baddi,
Distt. Soian, H.P,, 173 205, INDIA
Tel: 401 93166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 n_lg
IIpoxykr: Keropoa® Dxcnpece (KeTopoak) Tad1eTKH, JUcHeprupyemble B I0JIOCTH pra, 10 mr

Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne + V2501283 O6bem cepun " 3600000 Tab
Analytical Report No/ - 040002978268 Date of Analysis / . 99.06.2025
_AnaguTHUeCKHH oTyeT No | JlaTa anaamM3a
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
| JlaTa mpousBoacTBa I'onen o
MigLacenseiNo.i ) MA number: / ~ JIII-Ne(004669)-(PT -
IIpouseoacTBEeHHASE : MNB/05/263 :
Homep PY RU)
JHIeH3na Ne

_Analysis performed according ND: / Ananms nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page40of 9/ Crp. 4 m39

NMO Test / lloka3aTeanb Results / PesynbraTsl Specification / Ilopma
3 Average weight / Cpennss 69.2 mg/ 69.2 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr go 72,8 mr (70,0 mMr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOAHOCTH MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oonee =+ 10 %,;
2/20 tabnerok — He bonee = 20 %.
4 Disintegration time / 00 min 14 sec / 00 muH 14 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapgaemocthb
5 Dissolution / PacTrBopenue Unit-1 / Tabn-1 99 % Not less than 75% (Q) of
. CisH13NO3+C4H1NO; (ketorolac
Unit-2 / Ta6n-2 95 % tromethamine) in 15 min. / He wmeHee
Unit-3 / Ta6n-3 95 % 75 % Q CisH13NO3*CH1NO;3
. (keTopoaka TpoMeTaMuUH) Yepe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 95 %

Remarks: The Product conforms to ND/
ITpumeyanue: [Ipoaykr cootBeTcTBYeT TpeboBanuam HJI

3aka

Conclusion: APPROVED /

wuenne: OJJOGPEHO

Prepared by /

INoarorosneno: Yogesh Chauhan

W7
V%

Reprint Date /
Jara: 29.06.2025

Checked by / Approved by: Manager/Executive /
[Ipoeepeno: Pardeep Kumar | Onobpeno: Menemkep// Pykosogurens
Q.,L// Abhishek Chauhan |

Reprint Date / Reprint Date /
Jata: 29.06.2025 Jlarta: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5

00034, Telangana, India

Tel: +81 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q’}

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 2G5, INDIA
Tel : +91 92166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Hpoaykr: Keropoa® Jxcnpece (keToposak) TadjeTKH, JHCIeprupyemble B 110J10cTH pTa, 10 Mr

Market / Pinok :Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne e | Ob6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002978268 Date of Analysis / . 99.06.2025

AnanuTnvyecKHi oTyeT No ] Jara anannsza -

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

HJaTta npoH3BOACTBA T I'onen no

Mifg. License No. / - .

IIpousBoACTBEHHAS : MNB/05/263 RIS Db erey g SINE(OVE667) =Rl
Homep PY RU)

JHIeH3HsA Ne

Analysis performed according ND: / Anann3 nposenen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Page50f9/Crp. S5u3 9

JducnepcHocTb

i.? Test / okasarenn Results / Pe3yubraThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpa3zyercs

OTHOPOIHAA CYCIEH3Us, MPOXOoasILas
CKBO3b CHTO C pa3MEpoOM OTBEPCTHH
710 MKM.

7 Impurities / [IpumecH

1-hydroxy analog of
ketorolac: /

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

Conep)KaHne BOJbI

) 0.0034 %

-THAPOKCUAHATIOT
KeTopoJiaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHaNor KeTOpoNaKa
unidentified impurity / 0.02% not more than 0.5 %; / e 6onee 0,5 %,
eNHHUYHas o
HEeUAEHTH(HULMPOBAHHASL
pUMeECh
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %,
CyMMa Ipumecei

8 Water content / 24 % Not more than 7.0 %. /

He 6oiee 7,0 %.

Remarks: The Product conforms to ND/

ITpumeuanve: ITpoaykr cootBercTByeT TpebGoBanusm HJI

Conclusion: APPROVED /
3akiaroueHue: OIIOI}PEHO

Prepared by /
TToaroroBneHo: Yogesh Chauhan

e

V //
(I

Checked by /
TlpoeepeHo: Pardeep Kumar

I —

Approved by: Managel/Executive /
Onobpeno: Menemxep / Pykosoagurens
Abhishek Chauhan \ F

Reprint Date /
Jata: 29.06.2025

Reprint Date /
Jarta: 29.06:2025

Reprint Date /
Hara: 29.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘_’:‘

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

vill. Khol, Nalagarh Road. Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel: +01 92166 5€001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUP®UKAT AHAJIM3A

Product : Ketorol Express (keTor(;lac) Orally Disintegrating Tablets 10 mg

Mponykr: Keropon® Jxenpece (keTopoaak) rabaerks, Ancneprapyemble B nojoctu pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / , Batch Quantity / - 3600000 tab /

Cepus Ne V2501285 O6BeM cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002978268 Date of Analysis / . 99.06.2025

AHajxuTHYecKHH oTyeT No JlaTa anaau3a -

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

Jara npousBoacTea T'ogen oo -

Mfg. License No. / . .

IIpon3BoacTBeHHAN : MNB/05/263 Sl inumbets/ : e =000
Homep PY RU)

Juuen3us Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 60f 9/ Crp. 6 u3 9

1;.? Test / [lokasaTean Results / PesynbTaThl Specification / Hopma
9 Residual solvents / OcTaTo4Hble OpraHUYecKHe PaCTBOPUTENH
Isopropyl alcohol / 06 pg/tab / Not more than 350 pg/tab. /
HzomnponaHon 06 Mkr B TabneTke He 6onee 350 Mxr B TabneTke.

10 Microbiological purity*/ Muxkpo6nosioruyeckas yucrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / obuiee 4uCiIO He 6onee 10° KOE/r;
a3p0OHBIX MUKPO-

OpraHU3MOB

Total Combined Yeast and NA not more than 10> CFU/g; /

mold count / ob1ee yucio
JPOXOKEBBIX H NJIECHEBBIX

He Gosee 102 KOE/r;

OpaxopoanocTh

AO3UPOBAHHBIX €AHUHNIL

rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 4.6 Acceptance value (4¥) not more than

15.0 IToxa3zaTens npueMaemMocTtd (4V)
IoJDKeH OBITh He Goee 15,0.

Remarks: The Product conforms to ND/
[Tpumeuanue: [IponykT cooTseTcTBYET Tpebosanusm HJL

Conclusion: APPROVED /
3akiaouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Yogesh Chauhan

i

—

Checked by / Approved by: Manager/Hxecutive /
ITpoeepeno: Pardeep Kumar | Ongobpeno: Menemxep / PykoBoanres
( Abhishek Chauhan | 7
S

Reprint Date /
Hara: 29.06.2025

Reprint Date /
Jara: 29.06.2025

Reprint Date /
Jara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A

Tel: +51 88166 56001-92
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Keroposn® Ikenpece (keToponak) TabaeTKH, AHCHePrApyemMble B M0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / - V2501283 Batch Quantity / : 3600000 tab /

Cepus Ne O6bem cepun 3600000 Tab

Analytical Repo:‘t No/ - 040002978268 Date of Analysis / . 99.06.2025

AHaguTrYecKHii oTyeT No Jdarta ananusa

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JlaTa npon3BoACTBA T'oxen no

Mifg. License No. / . .

HpouseoacTBenHas : MNB/05/263 M mumbery/ g SIE(0E602)2(EE
Homep PY RU)

Jaunensns Ne

Analysis performed according ND: / Anaans nposenen mo HJI: JITI-Ne(004669)~(PI'-RU)-190224

Page 70f 9/ Crp. 7u3 9

desiccant/HDPE) foil // (PE/AL)
2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B

toil.

omucrepe w3z (ITA/AJIIID
BiarononiotuteneM/T19BIT)

tonsru // (II3/AJT) donsru. Ilo
2 6nucTepa BMECTE C JIUCTKOM-
nayKy

BKJ1aOBIIIEM B
KapTOHHYIO.

bnucrepe u3 (TTA/AJI/TID

1;.3 Test / IokazaTennb Results / PesyabTaTsl Specification / Hopma
12 Assay / KonndecTBeHHOe 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
onpenesieHue (100.1 %) CisH13NO3C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 10
11,0 MTI’ C15H13NO3‘C4H11NO3
(keroponaka TpomeramuH) (ot 90,0 no
110,0 % oT 3asBJIEHHOTO KOJIMYECTBA) B
TabneTke.
13 Butylhydroxyanisole 0.0902 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxxaHue 0.0902 mr B Tabnerke He menee 0,042 mr B TabneTke.
Oy THIIrMAPOKCHAHH30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHmne ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / llo 1U TabneTok B

C

Braronorinoturenew/II5BIT) ¢oneru //

¢ | (II9/AJT) doneru. Mo 1 wnu 2 dnuctepa

KapTOHHYIO.

BMECTC C JIMCTKOM-BKNAAbIIUCM B Ma4YKy

Remarks: The Product conforms to ND/

Ipumeuanue: Ilpomykt coorsercTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
3axnwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager{Executive /
[Monarorosneno: Yogesh Chauhan | Ipoeepeno: Pardeep Kumar | Onobpeno: Menenzkep | Pykosoautess
Y ~ p Abhishek Chauhan
v/ e — /
Reprint Date/ Reprint Date / Reprint Date /
Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registerad Office: 8-2-337, Rozad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +©1 40 4900 2900, Fax: +91 40 4500 29989, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

@
Dl'. Reddy,s q.... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 285, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTH®UKAT AHAJI3A oo o (om

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Dkcnpece (keToposak) TabjaeTkH, AHCIIeprapyeMble B MoJ10cTH pra, 10 mr ]
| Market / Ppinok :Russia / Poccus -
| Batch No / - V2501283 Batch Quantity / 3600000 tab /
Cepus Ne ' O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002978268 Date of Analysis / . 29.06.2025
AHanHTHYeCKHH oTyeT No JaTa ananusa
Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027
Jlara mpousBoacTBa I'ogen oo -
Mfg. License No. / . .
Ilpon3BoacTBEHHAs : MNB/05/263 T4 inumbrs/ g MIIE(004669) (BT
Homep PY RU)
JHueH3us Ne
Analysis performed according ND: / Ananu3s nposexen mo HJ: JITI-No(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 8 m3 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 BhIMyCKe JIEKAPCTBEHHOr0 MpenapaTa KOHTPOJb Ka4ecTBa [o nokasaTesio «Mukpobuostoruyeckas
YHCTOTA» MPOBOAUTCH AJIS Kaxkaoi 20-oii cepuu, MM 1J1s1 ODHO# CEPHH B IO/, B 3aBUCHMOCTH OT TOI0, YTO
HACTYNUT paHbie.

| API name / HaumenoBanue A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaMuUH
INN/ MHH: Ketorolac / Ketoposak
API manufacturer batch number / ABSH001017, ABSH001207
Howmep cepun npounssogutens ADPC:
FP Manufacturer API Batch number /
Howmep cepuu cyOCTAHIHH NPOH3BOAUTEA FESA00167, FESA00168
IJIo:
API Manufactured by & country / Dr. Reddy's Laboratories L.td., India /
IIpoussogutenn ADC, crpana: I-p Pennu'c Jlabopatopuc Jita., Uuous
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, aapec, THIeH3HA 1JIs H-p Pennu’c Jlaboparopuc Jita., Uanus, [IpoussoacTeeHHoe
IIpoussoacTBennas miomanaka / Ilnomagka noppasaenenue-6, Buui. Kxons, Hanarapx Poyn, bapnu, Jluctpuxr
KOHTpoJs kauecTsa / Ilnomanka Beimycka Conan, X.I1., 173205, Uaaus (muuensus nomep 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 /
ITpumeuanue: IIponykT cooTseTcTBYET TpeboBanuam HJT 3akawuenne: OJORPEHO
Prepared by / Checked by / Approved by: Manag¢i/Executive /
IToaroroenexo: Yogesh Chauhan | TIposepeno: Pardeep Kumar | Ono6peno: Menemkgp / Pykosguiirens
tjf ~ f Abhishek Chauhan / f
P /" = |
Reprint Date/ Reprint Date / Reprint Date /
Hara: 29.06.2025 Hara: 29.06.2025 JHara: 29.06.2025

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-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS ... o1 53166 56001-02

S
Dr.Reddy’s ‘,‘.‘

CEPTUOHUKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
TIpoayxr: Keropoa® Jxcnpecc (keTopos1ak) TabieTku, IHCIEPrUpyemMble B MOJI0CTH PTa, 10 Mr
Market / PoiHox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne s O6bem cepun " 3600000 Tab
Analytical Report No/ . 040002978268 Date of Analysis / . 29.06.2025
AHanuTHYeCKHIT oT4eT Ne JlaTa aHan3a
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
/laTa npoH3BoaCTBA T'onen po
Mfg. License No. / . .
HpoussoacTBeHHas : MNB/05/263 MA number: / '. LSS QOLG6)=(Pls-
Homep PY RU)
JHueH3Hsa Ne -
Analysis performed according ND: / Anaaus nposexen no HJI: JII-Ne(004669)-(PI'-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 coOTBeTcTBHH: «HacTosmmM g IOoaTBEPXKAAI0, YTO MPUBEIEHHAS BBIEe HHOOPMAIUs ABIACTCS
JOCTOBEPHOM M TOYHOM. DTa cepds MPOLYKUMH IIPOHM3BeieHa (BKIIOYAs YNAKOBKY (MapKHPOBKY) M KOHTPOIb
KauecTBa) HAa BBIIIEYKA3aHHOW MPOM3BOACTBEHHON IUIOIaiKe (IUIOMAAKax) B IOTHOM COOTBETCTBHH C
Tpe6oBanuaMH [IpaBui Hajexalneil IpOoU3BOJCTBEHHON MPakTHKH EBpasuiickoro 5KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBaHUSIMH KOHTPOJIA KaYeCTBa JICKAPCTBEHHBIX CPE/ICTB,
a TaKXe B COOTBETCTBHH CO CIEIAGMUKAIUAME, COACPIKAITUMUCSA B PETHCTPAIIMOHHOM JTOChe CTPaHbI-HMIIOPTEPa.
3aIiCcH 10 IPOM3BOJICTBY, YIIAKOBKE U aHANW3Y IIPOBEPEHDI, ¥ YCTAHOBIIEHO HX COOTBETCTBHE TpeboBaHuIM [IpaBuin
HajJIexalel Mpou3BOACTBEHHON MpakTHKH EBpasuiicKOro S5KOHOMHYECKOTO COK03a».

Remarks: The Product conforms to ND/
ITpumMeuanue: [IpoaykT cooTBeTcTBYET TpeboranusM HJI

Conclusion: APPROVED /
3akmouyenne;: OJJOGREHO

Prepared by / Checked by /
IMoarorosneno: Yogesh Chauhan

f

IIpoeepeno: Pardeep Kumar

&/ . '.'".’. . Qw[—‘f {

Approved by: Manager/Executive /
Opnobpeno: Meunexep|/ PykoBogurens
Abhishek Chauhan

= Reprint Date /
Jara: 29.06.2025

Reprint Date /
Jlata: 29.06.2025

Reprint Date /
Jata: 29.06.2025
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