Dr.Reddy’s ‘3.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; 191 98166 56001-02

CEPTHDPHKAT AHAJIA3A

wwww.drreddys.com

\Product : keiﬂrol_iix_press (ketorolac) Orally Disintegrating Tablets 10 mg

PIL version approved: /MneTpyxkuus yreepxaena: 21.04.2025

Page1of 11/Crp.1n3 11

Market / Poimoke _:Russia / Poccun —

Batch No/ ™ 2 ¥ = Batch Quantif'y / ~36,00,000 tab / ==

Cepust No- - == § V230054 bt o © 36,00,000 Tab

Analytical Report No / . 890001830761 Date of Apalysis / . 31.08.2025

AHaanTHYecKHi oTyer Ne Hara anannia

Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027

HJara mpoussoacrsa Togen go gl

Mfg. License No./ MA o

IlpoxssoacTaennas - MNB/05/263 Sy - JITI-No(004669)-(PT-RU)
omep PY

auuen3usa Ne P » B e

Analysis performed according ND: / Anannz nposenen no HJI: JITI-N2(004669)-(P1"-RU)-190224

l;.:i Test / [Tokasareas Results / PesynbTarsi q Specification / Hopma
il Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets with |

tablets with "|" debossed on one debossed on onc side. / Kpyrnwie rmiockue
side. / KpyrJble riockue Tabnetkd ¢ (ackoi, ceerno-xenToro LBETa
aluc ing € §aumi, Lee o= 1pamposnod wbe A oapoll cToponc.
JKCATOrO LBETA C MPABUPOBKOH
«l» Ha OmHOW CTOpOHE.

2 Identification / UaenThgurkauus

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / Y-
CUIEKTpB] IIOrIOLLEHNHA UCILITYEMOrQ pacTBopa
PHUIBUPA  LIAHUAPTHOMG  OGPAILA  RETOPOMAK &
TpoMETaMHHa AOJDKHBI WMETh MAKCHMYMb( Mpi
opHOM M TOH e m/mHe BOMHE! (£ 2 HM),

Ketorolac / Kemoponax Complies / CooTsercTBYyeT |

Remarks : The Product confirms to ND/ [Conclusion : APPROVED /
I pisteyaurie: TIpogykr cootseTcTeyeT Tpeboranan HIT 3akmovenne: OJOBPEHO
Pre pared by / IogroTosnewo: ||Checked by / Checked by (AQA) / ||Approved by: Quality..lll‘u;sun'mce.aIr Authorized person /
Ramakant [Mposepeto: [lposepeno (AOK): ||Ono@peno: OBecnedeHune kauecTsa/OTBETCTEEHHOE

W/ .Pardeep Kumar Amit Kumar » NHLO: (_‘ ur LU R L

._.-r/
. | = ¥ |
2 1

Date/ Date / ate/ Date / N{z 8z (A
Jlara: 31.08.2025 Hara: 31.08.2025  ||Iara: 31.08.2025 Mata:

Registered Office: 8-2-237, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddyscom
CIN: L85195AP1984PLCODAS0T
www.drreddys.com



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

De
Dl'.ReddY"S ‘_... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIVI3A www.drreddys.com

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

|OpogysxT: Keto pon® Ixen pecc (keToposak) TafaeTkH, Ancneprupyembie B mojocTu pra, 10 mr el
M arket / Peiitox ~_ :Russia / Poccust = R =
Batch No/ . Batch Quantity/ . 36,00,000 tab / -
Cepna Ne : 4 FOOVAIENE Obnem cepun -~ 36,00,000 Tab

Analytical Repclrt No/ . 890001830761 Date of Analysis / . 31.08.2025

AnaautTHuecKHii oTuer Ne JaTa ananmza

Date of Manufacture/ - 07/2025 Date of Expiry / - 06/2027

Hara nponisogcrea = Topen j0

Mfg. License No. / P -

ITpoussoacrBenHas : MNB/05/263 ] : JIII-Ne(004669)-(PT-RU)

Homep PY |

JuneHsHA Ne e ]
Analysis performed according ND: / Ananns nposegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224 |

t_ PIL version approved: / Hncrp) /knus yTeepwaena: 21.04.2025 i = : ‘
——— PachofIl;’C'rp.Z m 11

T; Test / [TokazaTean Results / PesysibTaTsl Specification / Hopma
Complies / CoorseTcrByeT | 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).
! RpaMn YMANMINATIAA  OCOORNOrG NHEEA na |

XpOMaTorpaMme HCIBEITYEMOTO pacTeopa |
|
|

| | nomxHO COOTBETCTBOBATHL BpEMeHH
! | YIEPKHBAHUA QCHOBHOTO THKA Ha
XpoMaTorpamme pacTeopa CTaHOAPTHOrO
ofpaina keropomaka TpOMeTaMmuHa (paspmen
«Ko/IM4eCTBEHHOE OMpeaeTICHHEN).

e T
| Remarks : The Product confirms to ND/ Conclusion : APPROVED /
It prumeuame: Ipoxyk T cooreeTcTByeT TpeGoBanmam HJJ 3axsuouenne: OJOBPEHO
Prepared by / Iloarorosnero: ||Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authotized person / |

lipose peno: Ilposepeno (AOK): ||{Onobpeno: Obecmeuetite KauecTa/OTBETCTBEHHUE
Pardeep Kumar Amit Kumar 1 muos ¢ oL Kpn Qe

i P

Date/ Date/ Date/ Date/
Iara: 31.08.2025 Hara: 31.08.2025 Hara: 31.08.20:25 Hara:

Registered OFfice: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Tielangana, India
Teel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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DrReddy’s €&

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborataries Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, HP., 173 205, INDIA

Tl : +91 98166 56001-02

CEPTHP®PHKAT AHAJIM3A

www.drreddys.com

’Fﬂ_)algt: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tipoayxr: Keropon® Jxcenpece (keroponax) Tabnerkn, ascneprupyemuie B noA0CTH pTa, 10 Mr

| PIL version approved: / Hierpyxuus yrsep#a ena: 21.04.2025

Market / Priiok Russia / Poccia __ = |
Batch No/ : | Batch Quantity/ ~36,00,000 tab / n
Cepua Ne AL O06LeM cepiin " 36,00,000 Tab

Analytical Report No/ . 890001830761 Date of Analysis / . 31.08.2025

_AHanuThYecKHil oT4eT Na Jara ananuza

Date of Manufacture/ - 07/2025 Date of Expiry / . 06/2027
Et,I[a'ra IIPOH3BOACTBA Topen go =

Mfg. License No. / MA ey

IIponsBoacTBenHAs - MNB/05/263 i 1 e - JIMI-Na(004669)-(PT-R U)

Homep PY
aumensus Ne =

Analysis performed according ND: / Anams aposegen mo HJI; JII-Ne(004669)-(PT-RU)-190224

Page30f 11/Crp.3 w3 11

l}f Test/IMMoxazaTens Results / PesynsTamsi Specification / Hopma
Butylhydroxyanisole/ Complies/CooTBETCTBYET The retention times of 2-butylhydroxyanisole and
Eymunzudpoxeuaruson 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 YAepPKHBAHNA MHKOB 2-
6yTUNrH ApOKCHAHK3ONA H 3-
OYTHITHIDOKCHaHH30la Ha  XpOMaTorpamme
HCIBITYEMOro pactsopa DOJDKHBI
COOTBETCTBOBATE  BpPEMEHAM  yAepPKHBAHHA
nukoB  2-6yTWIrKApOKCHaHAZONa M 3-
6yTHIrMpOKCHaHI30la HA  XpoMaTorpamme
pacTBopa CTAHO2pTHOTO obpaina

Gyrunrnapokcuanuiona (pazgen «Conepxanue
GyTHNr UOpOKCHAHK30NAY).

Remarks : The Product confirms to ND/
Il pumeyanue: [Tponykr cooreeTcTBYET Tpebosatnam HI{

Conciusion : APPROVED /
3akmonuciine: OJOBPEHO

Prepared by / IloaroTosneHo: Checked by (AQA)/
Ramakant I Ipoeepeno (AOK):
Amit Kumar

b

N
B

Approved by: Quality Assurance/Authorized person /
) aobpeno: Ubecnedyenne kauecTpa/\UTRETCTREHHOE

muo: .S KUI’"])Q}&
—<w]

Date/ Date/ Date/ Date/ Q) DGR0LS '
Jara: 31.08.2025 MMara: 31.08.2025 Hdara: 31.08.2025 Hara:

Registered Office; 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tiek 491 40 4900 2900, Fax: +91 40 45900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, HP., 173 205, INDIA
Tel : +91 98166 56001-02
wwwvdrreddys.com

DrReddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIHM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Ixenpece (KeToposak) TabneTxs, aHeneprip yembie B onocTi pra, 10 mr - S|
Market / Prinox :Russia / Poccus =y
Batch No/ 7 Batch Quantity/ . 36,00,000 tab/ .
Cepns Ne e o Ob.em cepun *36,00,000 Ta6
Analytical Report No / . 890001830761 Date of Analysis / - 31.08.2025
| Anaantuvecknii orger No Hara anannsa
Date of Manufacture/ . 07/2025 Date of Expiry / - 06/2027
JlaTa mpoM3BOACTEA I'ogen no
Mifg. License No./ MA Tl
TIponasoacTBeRas : MNB/05/263 L © JITI-Ne(004669)-(PT-RU)
Homep PY
| naneHzHAa No — |
Analysis performed according ND: / Ananns npoeeagen no H/: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpyxuns yreepxuena: 21.04.2025 — = —|

Pagedof 11/ Crp. 4 m3 11

I;: Test / [Tokazarens Results / PeayanTarel Specification / Hopma
3 Average \veig_llT;"(-?pen:llnﬂ 69.7 mg/69.7 mr 67.2 mg 1o 728mg (700mg =+ 4.0 %). J
macca Ot 67,2 Mr go 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than + 10%:;
i L ey | 2/20 tablets - mot more than = 20 %. /
om ey A - Complies / CooTBeTCTRYeT 18/20 Tabmerok — He Gonee 10 %y
it 2/20 Tabctok — He Gonce 120 %.
4 “Disintegration time/ 00 min 20 sec / 00 Mun 20 cex Not more than 3 min. / He Gonee 3 mua.
PacnagpaemocTh
] Dissolution / PacTeoperue Unit-1/ Tabn-1 99% Not less than 75 % (Q) of CisHiaNO3*CsHulNO;
: (ketorolac tromethamine) in 15 min. / He menee
S 0 Mt 98 % | 759 (Q) CisHisNOs*C4H(NOs (keToponaka
Unit-3/ Ta6a-3 101 % | TpOMETaMmuH) 4epe3 L5 MuH.
Unit-4/ Tabn-4 100%
Unit-5/ Tabn-5 100%
Unit-6/ Tabn-6 100%
[[Remarks : The Product confi rms to ND/ [Conclusion : APPROVED /
1T pumteanmme: Tpoaykt coorseTcTBYeT TpebopaHmam HJT Zaxmoncwe: OJOBPEHO L~
'P_repnred by / Ho.urumnneno' Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
| Ramak ant IMposepeto: [ Ipopepeno (AOK): [|Onodpeino: Obecnevenne kasectsa/OTBETCTBEHHOE
/ Pardeep Kumar A mit Kumar nuo: 4 AvniL Kum Rr__ |
e S
N D'ile,! Date / Datc»" (}’CE =13}
flaTa: 31.08.2025 Mara: 31.08.2025  ||Nara; 31.08.2025

Regstered OFfice: 8-2-337, Road No. 3, Bz rfara Hills, Hderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




DrReddy’s €¢

CERTIFICATE OF ANALYSIS "

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
+B1a2166 56001-02

CEPTHOUKAT AHAJIHM3A

whww.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
 Hponvici: Keropon® Ixenpeee (kevopoank) TabaeTm, Aeneprupyevvie B moJaocTn pra, 10 mr = g

PIL version approved: / Huctpyxuy

i1 yrBepxaena: 21.04.2025

Analysis performed according ND: / Anaan3s nposegen no HJU: JIII-Ne(004669)-(PT"-RU)-190224

Page Sof 11/Cr1p. 513 11

Market /PoiHok ‘Russia / Pocens B E R
Batch No/ i ‘Batch Quantity/ _36,00,000 tab/ i
Cepus-Ne-- f V230094 Ofnem cepim " 36,00,000 Tab _
Analytical Repn:‘l: No / . 890001830761 Date of Analysis / . 31.08.2025

AHATHTHYecKHH oTyeT Ne Jdara aHann3a

Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027

ara nponssoncTha Topewn 10

Mfg. License No./ T —

TIpousBoACTEEHHAS - MNB/05/263 = - 'l',‘ye : . JII-Ne(004669)-(PL-RU)
nHneHzHs Ne o =

g: Test / Nokasarens Results / PesyinTaTs Specification / Hopma
6 Particle size distribution / Complies / CooteeTcTayer | A uniform suspension passing through a 710 pm
HducnepcHocTs sieve is formed. / O6pasyerca oIHOpPOAHas
CyCreH3HdA, [DpOXOISlAs CKBO3bL CMTO ¢ |
pasmicpon OTBEpeTHIT 710 MK, |
= Impurities / Tipamecy £
1-hydroxy analog of ] Below LOQ (LOQ = 0.0032 %) /| nol more than 0.5 %:; / ue 6onee 0,5 %;
ketorolac: / Hwxe mpenena  KomuMECTBCHHOrO
[-THApOKCHAHANOT onpeaeneuus (IKO = 0.0032%) [
KeToponaka |
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / ve Gonee 0,8 %;
l-keToaHanor keToponaxa
unidentified impurity/ 0.02% not more than 0.5 %; / ne Gonee 0,5 %;
eAHHMMHAR
HCUICHTH) HUMPOBA HHAS
npiMech
total impurities / 0.1% not more than 1.0 %./ ne Gonee 1.0 %. -
CynMa npHMeceit
Remarks : The Product confirms to ND/ |Conclusion : APPROVED / '
[Mpumeuamie: IlponysT cooTeeTcTRyeT TpefoBaruam HI{ |[3axnsovenne: OJOBPEHO
Prepared by / Ilogrorosneno: ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person/
Ramakant IMpoBepeno: Mpooe pewo (AOK):  ({Onobpero: OGecneuenue katecTsa/OTBETCTEBERHOE
Pardecp Kumar Amit Kumar g uo:guric  1CUMRR
GL-_— i — )ff { 1,'\4
Date/ ate / Date/ Date / 2D £~
Iara: 31.08.2025 ﬂam: 31.08.2025  |[{Mara; 31.08.2025 Hara:

Registered Office: §-2-337, Road No. 3, Benjara Hilis, Hyderabad - 500034, Telangana, India

Tel: 491 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85185AP198:1PLCO0D4S07
www.drreddys.com



@
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. ¥hol, Malagarh Road, Baddi,

Distt. Solain, H.P., 173 205, INDIA

Ta | 401 98166 56001-02

CEPTHPHKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykt: Keropon® Dxenpece (xeroponak) TabreTkn, Ancneprapyembte B nonocty pra, 10 mr

Market / Prinox

:Russia / Poccus

Batch No /
Cepus Ne

: V250054

Batch Quantity /
Ob6rem cepun

~36,00,000 tab/
* 36,00,000 Tab

Analytical Report No/
AHAIHTHYECKH i oTYeT Ne

: 890001830761

Date of Analysis /
Jara anannsa

: 31.08.2025

Date of Manufacture /
Hata mponssoncTea

1 07/2025

Date of Expiry/
Logen xo

: 06/2027

Mfg. License No. /
IIponzBoacTBenHAR
JHuenzna Ne

- MNB/05/263

MA number:/
Homep PY

JIXI-N2(004669)-(PT-RU)

Analysis performed according ND: / Ananus nposegen no HJIL; JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuMa yis epxnena: 21.04.2025

Page 6of 11/Crp. 6 m3 11

Test/ MNokazarens

Results / PesyabTars

Specification / Hopivia

~ Water content/
Conepaxanuc BOAbI

28

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

Isopropyl alcohol /
Hionponason

i 4pug/tab/
l 4 mkr B Tabnetxe

Residual solvents / OcTaTo4Hble OPTaHHYECKHE PACTBOPHTCAH

| Not more than 350 pg/tab/

! He Gonee 350 mkr r Tabnerke.
|

|
|
i

Remarks : The Product confirms to ND/
Ilpnmeyanne: ITpOAYKT COOTBETCTBYET Tpe

Propared by / [TonroTosaeso;
Ramakant

Checked by f
[Tpoeepeno:
Pardeep Kumar

=

[hecked hy (AQA) / |
posepero (AOK):
Amit Kumar \

Conclusion : APPROVED /
Gosarsam HJ{ 3aicmouente: OJJOGPEHO

Appraved hy: Quality Assnrance/Anthorized person /
Onobpeno: Obecniederne KauecTsa/OTBETCTBCHHOE

me: G YNIL Ko g

_<n]

Date/
JlaTa: 31.08.2025

Date/

]

Hata: 31.08.2025

Date /
Hara: 31.08.2025

o

Hara:

2)08-0LS

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, [Hyderabad - 500034, Tielangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

o
DI'.REddY,S “.‘ Vill. Khol, Malagarh Road, Baddi,

Distt. Solan, HP., 173 205, INDIA
Tel: +01 0C 7668 56001-02
wwiA, o rreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product: Ketorol _Express (ketorolac) Orally Disintegratin_g Tablets 10 mg

Tposykr: Keropoa® Jxenpece (keToponak) Tabierku, Anciepripy embie B nosoctn pra, 10 mr e

Market / Prinox ‘Russia / Poccus = =

Batch No/ e Batch Quantity / . 36,00,000 tab/

Cepun Ne V20054 O0bem cepnm © 36,00,000 Tab

Aualyticsl Kepart No/ 890001830761 DefenCANAIVal /| o-qinR200s

AnanuTnyecknif oryer Ne JlaTa anananza

Datf: of Manufacture / - 07/2025 Date of Expiry / - 06/2027

Hara nponssoacTea Cogen mo

Mfg. License No. / MA i

IlponseogcTBeHNan : MNB/05/263 . . JII-Ne(004669)-(PI"-R U)
Homep PY

Janmen3un No =

Analysis performed according ND: / Auanu3z nposeaen no HJI; JITI-Ne(004669)-(PL-RU)-190224

PIL version approved: / Hrcrpykunn yreepaaena: 21.04.2025 | o i -

Pape 7 of 1 ll(?'rg. i :_13_1_1 =1

I‘:r: Test / IlokazaTens . Results / PesysmraTh Specification / Hopma
10 Microbiological purity*/ Mukpo6uonormeckan yucrora* .|
Total Aerobic Microbial Less than 10 CFU/g / not more than 10* CFU/g; /
Count / ofuiee wicio Menee 10 KOE/r ne Gonee 10* KOE/r;
a3pobHbIX MUKPO-
OpranM3MoB
Total Combined Yeast and Less than 10 CFU/g / 1ot more than 10° CFU/ g/
mold count / o6uiee uucno Memnee 10 KOE/r He Gosee 102 KOE/r;
JI,pO)I()KeBLIK H MMEeCHEBBIX
rpuboB
Excherichia Coli Absent in 1 gram / shell be absent in 1 gram./
OrcyrersyeTs 1 OTcyTcTRME B 1 T.
u Uniformity of dosage units/ 59 Acceptance value (AF) not more than 15.0
OnnoponHocTs Ilorasatens npuemnemocTh (AV) nomxer 6wrre
MO3HPOBaHHBIX eIHHHIL He Goxnee 15,0.

emarks : The Product confirms to ND/ Conclusion : APPROVED /

I puvedanne: Mponykr coorsercTeyeT Tpeboranuam HJI 3 acniocicme: OJJOBPEHO

wpared by / Tloproropnono:  |[[Chaoked by / Check od by ((AQA)/ ||Approved by: Quality Assuranne/Antharized person/
1akant lpoaepeiio: Tlposepetio (AOK):  ||Onobpero: Obecneuekine kauecTsa/OTBETCTBEHHOE

%‘“X‘}L.\S/ PN%KW it Kumar uo:  (YppaiL KUMRR

i

_tinf

Date/ Datc/ Date / Date/ AT |
Jata: 31.08.2025 Mava: 3108.2025  ||flera: 31.082025 | flara: |

Registared OFfica: 5-2-337, Road No. 3, Bznjara Hill. lHydarobad - 5O 34, 1elangana, (ndia
Te|: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mail@drreddys.com
CIN: L851954P1984PLCO04507
www.drreddys.com

]



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

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

Disit. Solan, HP., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tl @9 98166 56001-02
CEPTH®NKAT AHAJIH3ZA www. o' rreddys.com

— — —_—

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|TIpoayker: Keropon® 3xcnpece (keroponak) TabacTkn, AMcneprupyemsie B noxocTi pra, 10 mr =

Market / Puinok = :Russia / Poccus =

Batch No/ : Batch Quantity / ~36,00,000 tab /

Cepns Mo | b4 Obuen cepus 36,00,000 Ta6

Axslyficsl Reyort o/ : 890001830761 Lpte OF Analinls/ . 31.08.2025

AHamTHyecKHi oTver Ne Jlara anasam3za o

Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027

Jara npousBojcTBa Togen oo _ ) o

Mfg. License No. / MA ber:/ =

IIponssoacTeeHHan : MNB/05/263 0 L : JHI-Ne(004669)-(PT-RU)
omep PY

aHuensns Ne | —

Analysis performed according ND: / Amanu3s npoeenen no HJI: JITI-Ne(004669)-(PT'- RU)-190224

PIL version approved: / UncTpykuus yreep:xaena: 21.04.2025 Sy

Page&ofll!Crp 8mll

i: Test / [TokazaTesb l Results / PeayabTarnl Specification / Hopma
12 Assay / KoanuecTaennoe 10.1 mg/ 10.1 mr From 9.0mg to 11.0mg of |
onpeesieHue (100.5 %) C5H;3NO3*C4H;NO; (ketorolac tromethamine)

(from 90.0 to 110.0 % of the label claim) per
tablet. ! Or 9.0 mr oo 11,0 mr
i CisHaNO1-CaH NO3 (xeToponaka

TporseTamun) (0T P00 mo 1100 % or
: 3aABNEHHOr0 KONMMuecTea) B TabneTke.

13 | Butylhydroxyanisole 0.0967 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanue 0.0967 Mr & TabneTke He menee 0,042 Mr B TabneTke,
Oy THIArHAPOKCHANH30J1A
Remarks : The Product confirms to NI/ [Conclusion : APPROVED /
[TpuMeuanne: IIponykT cootTBeTcTRYeT TpeGoBanuam HJL 3amwuene: OJJOBPEHO
Prepared by / IToAroToseHoO: IChccked by Checked by {AQA)/ ||Approved by: Quality Assurance/Authorized person /
Ramakant [porepeno: [Tposepero (AOK):  ||Oaobpeno: Obecneyenve KauecTsa/OTBETCTBEHHOS

I’nrde:cp Kumar Amit Kumar mrio:  ((UNIL. KUMA I
/ /
== /\ Y

Date/ Date / Date / Date / 208 <OLS
ara: 31.08.2025 lla'ra: 31.08.2025  {{Mara: 31.08.2025 Hara:

Reglstered Office: B-2-227, Road No. 3, Bznjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8531854P1984PLC004507
www drreddys.com
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[
Dr.Reddy,S ‘_..‘ vill. Khol, Nalagarh Road, Baddi,

Distl. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTHUO®HKAT AHAJIM3A  www.drreddys.com

—— — 1

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

|IpoayxT: Ketopon® Ikenpece (keToponak) TaGneTky, AMCnep rapyemsie B noocTn pra, 10 mr y
Market / Poiiiok :Russia / Poccus sl
Batch No/ ) Batch Quantity/ . 36,00,000 tab /
Cepus No e i Obsem cepun ' 36,00,000 Ta6
Analytical Repo‘}'t No/ . 890001830761 Date of Analysis/ . 31.08.2025
AHAUTHYeCKHIT 0T4eT No JlaTa anannsa
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027
JlaTa npouzBoacTBa Togeu mo
Mfg. License No./ M numbor:!
IponszsoacTeennas : MNB/05/263 : : JITI-Ne(004669)-(PI-RU) |

Homep PY

JannexHszua Ne E =
Analysis performed according ND: / Anann3 nposeaen nmo HJI: JII-Ne(004669)-(PI'-RU)-190224

| PIL version approved: / Mucrpyknus yrisepsaena: 21.04.2025 =
Page 90f 11/ Crp. 9z 11

I;: Test / ITokazaTens Results / PesynnLTarst Specification / Hopma ‘
14 | Package description/ | 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with |
OnucaHne ynaKoBKH (PA/AL/PE with | desiccant/HDPE) foil # (PE/AL) foil. 1 or 2 |

| desiccant/HDPE) foil / (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / [To 10 TabneTok B Gaucrepe u3 |
. information leaflet in a carton | ([A/AJVII3 ¢ saarcomorjoTutenem/[12BI)
pack. / Tlo 10 Tabnerox 8 | domeru [/ ([ID/AJD) domern, Tlo 1 wmm 2
Gmcrepe u3 ([TA/AJ/IID ¢ | Gmicrepa BMECTE € JMCTKOM-BKNAMBIIEM B
snaronornoTHrenem/[12BIT) | nauky KapTOHHYIO.
{ doneru / (T12/AIT) donern. IMo
2 GnucTepa BMECTe C JIHCTKOM-
BENA ABILIEM B mavyKy

L KapTOHHYIO.
* When the drug product is released, the quality control for Microbiological Purity is per formed for one batch in

every 20 batches or one batch per year whichever is more.
* [Ipn BuinycKe JIeKapCTBeHHOr 0 NpenapaTa KOHTPO/b KauecTea mo nokasareno «Mukpobxonorudeckasn
YACTOT2» NPOBOANTCH ANA KawAol 20-00T cepriM, IWIH A1 OAHOA CEPHH B roa, B 3aBHCHMOCTH OT TOrO, YTO

HACTYNMT paHbLIe.

Remarks : The Product confi rms to ND/ Conclusion : APPROVED /
IIpnmedanme: [Tpomykt cooTBeTcTBYeT TpebosaHuaM HJJ 3acniosenste: O JOBPEHO
Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person/
Iposepeno (AOK):  [|Onobperio: Oﬁemetlenn;: xauecTBa/OTBETCTBEHHOE "
Amit Kumar mmo: Syl KUK |
::;/, ___(}IVJ s S
i —— e —— T
Date / Date/ Date / Date / g)—ﬂ?—‘-&ﬂl—‘;
8.2025 Hara:

Jlata: 31.08.2025 MMara: 31.0 Dara: 31.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tiek +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Formulation Unit-6

o
Dr.Redd Y’S ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt- Solan, H.P., 173 205, INDIA

CE RIIFICA L E OF ANALAYSES T 1 +21 98166 56001-02
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipo aykr: Ketopoa® Jxcnpece (steToposiax) TabaeTkH, ANCNEPrHPYCMBIE B HOA0CTH pra, 10 mr e LRI
Market / Puinok ‘Russia / Poccus st ol
Batch No7/ * ) Batch Quantify / ~36,00,000 tab/
Cepug Ne - = o= foimten O6wem cepni " 36,00,000 Tab |
e b - 890001830761 Dfs of Aslyale | : 31.08.2025
AHATHTHYECKHH oTyeT Neo Jlara ananmia
Date of Manufacture/ . 07/2025 Date of Expiry / - 06/2027 |
)_IaTa NpOH3BOACTEA T'open ao = g
Mfg. License No. / MA ey |
IIponssoacTeenHan : MINB/05/263 R LR : JIT-Ne(004669)-(PT-RU) '

| Homep PY |
JuneH3usa Ne o
Analysis performed according ND: / Anasm3 nposeaes no HII: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / HucTpykuns yvse paaena: 21.04.2025 -

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenopauue APC: | Ketorolac tromethamine / KeToponaka TpoMETaMUH _"‘
INN /MHH: Ketorolac / Ketoponak e L)
APT manuafacturer batch number / | ABSHO001208 ‘
Homep cepnn nponzsogurens ADC: l _
FP Manufacturer API Batch number / | MY [ '
Homep cepun cyOcTaHIHH MPOM3BOAHTEIS FESA00169 i
I.Ji®:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ |
IIponzsoauTensA®C, cTpana: J-p Penaw'c Jla6opaTopuc JIta., Huansa |
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) / ‘
HaumenoBanMe, agpec, THNEHINS QA I-p Pegnun’c JTabopatopuc Jita., Hunns, IpoussoncTeeHHOE |
HponssoacTBennas naomanka / Ilnomanka nopapasaenerne-6, Buwi, Kxons, Hanarapx Poyn, bapnm, JIucTpukT
Llcom‘poun kauecTra / IlnomanKka BLINyCKa Conan, X.I1, 173205, Muausa (mauensns nomep MNB/05/263) |

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of
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 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».

amakant &\ Mposeperio (AOK):  ||Quobpeno: Obecncuenne kavecTsa/OTBETCTBERNOE
a
[;Jntci Date /7 (DL =S J
Tel: +91 40 4300 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com

Remarks : The Product confirms to ND/ IIConclusion : APPROVED /
piin ev1arse : IlpomykT cootseTcTBYeT Tpebopartmam HJI axawuctune: OJOBPEHO |
Amit Kumar HITGH _fUHIL R 1RZ__
Date / Date/
Mlara: 31.08.2025 Harix 31.08.2025 lara: 31.08.2025 Jawn
CIN: L85195AP1984PLCO04507

repated by / Tloaroronseno! ICheoliod by (AQA)/ |[Appraved by: Quality Assnrance/Antharized persan / J
=y >
ol il
Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Tielangana, India
www.drreddys.com




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

[ 1]
Dr.ReddY’S "... Vill. Khol, Nalagarh Road, Baddi,

Distt. Sotan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tet +s-|13 5166 56001-02
CEPTHOHKAT AHAJIH3A Wi, o' rreddys.com

Product: Ketorol Exlfll:ess (ketorolac) Orally Disintegrating Tablets 10 mg
TMponykr: Keropon® Ixenpece (KeTopoaak) TabaeTky, Aucnep rupyemsie B nojocri pra, 100 mr e .
Market /Peiiok :Russia / Poccur —
Batch No/ . Batch Quantity / . 36,00,000 tab/
Cepun Ne VR O61em cepitu *-36,00,000 Tab
Analytical Report No / . 890001830761 Date of Analysis / . 31.08.2025
AHATHTHYECKHH 0TUeT No MaTa anaansa g
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027
Jara mpon3soacTea I'oacn go id
Mfg. License No./ MA ber:/
TponssoacTBenHan : MNB/05/263 b e : JITI-Ne(004669)-(PT-RU)
Homep PY

Jnuensus Ne
Analysm performed according ND: / Auau3 nposeaen no HJI; JII-Ne(004669)-(PT-RU)-190224 |
PIL version approved: /MucTpyxuus yreepamena: 21.04.2025

Page 11 of 11/Crp. 11 u3 11
3akuiogenne o coorpercTeun: «HacTosIuM A MOATBEPXAAKO, UTO MpPUBCACHHAS BBINE MHPOPMAIIUA ABIISETCS
JOCTOBEPHOH M TOYHOMH. 3Ta CepHA MPOAYKUHH NMpou3BefeHa (BKIIOYAs YMaKOBKY (MapKHpPOBKY) M KOHTpPONb
KayecTBa) HA BBIIIEYKa3aHHOH IPOHM3BOACTBEHHOM TIOmAAKE (MUIOIIAAKAX) B MNONHOM COOTBETCTBHH C
TpeboBanuaMu [IpaBun Hammexamed NPOH3BOACTEBEHHOH MpakTHKH EBpasuiickoro 3KOHOMHMYECKOI'O COI03a M
TpeOOBaHUAMIT KOHTPOJIS KavecTBa JIEKapCTBEHHBIX CPEOCTB, a TalkKe B COOTBEICTBHH CO CHEHMQHKALIM vH,
CONEPXAIMMHUCS B PErMCTPALIHOHHOM JIOChE CTpPaHbI-MMIIOpTEpa. 3aliCH N0 MPOH3BOJICTBY, YIIAKOBKE M AHAJIH3Y
NpPOBEPEHbI, ¥ YCTAHOBIEHO MX COOTBETCTBME TpeboBanuam IIpaBun Hajpnexaiedl MPOM3BOACTBEHHON NMPaKTHKU
EBpasuiiickoro 3x0HOMHYECKOT0 COIO3a».

Remarks : The Product confirms to NDY Conclusion : APPROVED/
TNprmeyanne: TlpoxykT cooTBeTcTBYET Tpebosanuam HIL 33anqe|.“|e; OIOBPEHO
! Checked h;(AQA) ! l|Appeioved by Quality Assuranccmuthonzcd person f

Nposepeno (AOK):  [|OgoGpewo: Obecneyente kadecTsa/OTBETCTBEHHOE

Amit Kumar nio: ggL’f'\“(_. }QU“HQK
A"‘-’ Aw?

Date/ Date Date / o —
| ara: 31.08.2025 |,um 31.08.2025 Ib 31.08.2025 l -~ DR oL
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