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, iNDIiA

Tel 1 +91 92166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropoa® Ixcnpece (keroponak) rabieTiu, Ancneprupyembie B noaocTy pra, 10 mr

Market / Poinox :Russia / Poccust

Batch No / , Batch Quantity / 3600000 tab /

Cepns Ne V2501282 O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002977118 Date of Analysis / . 99.06.2025

AvauTHYecKHil oTueT Ne JlaTa ananuza

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

JlaTa npoH3BOACTBA TI'ogen no

Mfg. License No. / . o

IIponsBomcTreeHHas : MNB/05/263 NI umberss, : JULIE(OU602)= (R
Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / Ananu3s nposeses no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Pagel1of9/Crp.1m39

' No | I

No Test / [lokasaTenn Results / PesyabTaThl 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. / Kpyrible
side. / Kpyrible 1uiockue mockue Tabnetku ¢ (ackoi, CBETIO-
TabNeTKH ¢ Packoii, CBETIIO- KEJITOr0 1BeTa C TPaBHPOBKOM «l» Ha
HKEJITOrO 1[BETA C TPaBUPOBKO OHOM CTOpOHE.
«|» Ha OIHOM CTOpOHE.

2 Identification / Unentudukauns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-cnexTpsl NOINOLIEHUS
HCOBITYEMOTO pacTBOpa M pacTBopa
cTaHpapTHoro  ofpasua  KeTopoJaxa
TPOMETaMHHA JOJDKHBI HMEThb
MaKCUMYMBbI MPU OJHOH M TOM K€ [UIHHE
BOJIHHI (* 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

3aka

Conclusion: APPROVED /

wuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrotoriieHo: Yoge;} Chauhan | [poeepeno: Pardeep Kumar | OnobpeHo: Menemwkep]/ Pykosoauresb
/ // -.[——’ Abhishek Chauhan /
Z =} — /
Reprint Date/ Reprint Date / Reprint Date /
Hata: 29.06.2025 Jara: 29.06.2025 JHara: 29.06.2025

Registerad Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel 14919 5 56001-02
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oLy

CEPTUDHKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keroponak) TadaeTKH, AHCHEPrUpyeMble B HOJIOCTH pTa, 10 Mr

Market / Poinok

:Russia / Poccus

Batch No / V2501282 Batch Quantity / - 3600000 tab /

| Cepust Ne ' O6nem cepun " 3600000 tab
Analytical Report No/ - 040002977118 Date of Analysis / . 99.06.2025
AHaJIHTHYeCKHH oTyeT No JlaTa anann3a
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JlaTta npoM3BoACTBA Toxen g0
Mfg. License No. / . o
IIpousBoacTBeHHAS - MNB/05/263 MA number: / o DN ((04669) =R

Homep PY RU)

JHneH3us No

Analysis performed according ND:

/ Ananun3s nposegen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

No

Test / Ilokazarensb
Ne

Results / PesynsTaTh!

Page2of 9/ Ctp. 2 139

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 ynepxuBaHus
OCHOBHOTO TNHKa Ha XpoMarorpamme
HCTIBITYEMOTO pacTtBopa TOJIKHO
COOTBETCTBOBATb BpEMEHU YAEPKHUBAHUS
OCHOBHOTO TMKa Ha XpoMaTrorpamme
pacTBopa CTaHOAPTHOTO obpasua
KeTopoiaka  TpoMeTamuHa  (pasnen
«KonnuecTBeHHOE OMpeieNIeHUen).

Remarks: The Product conforms to ND/
[Tpumeyanue: I1poaykT cooTseTcTBYET TpeboBanuam HJI

3aka

Conclusion: APPROVED /

wuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive /
IMoaroroeneno: Yogesh Chauhan | IlpoBepeno: Pardeep Kumar | Onobpeno: Meremzkejp / Pykooaurens
A Abhishek Chauhan .
2 - |
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.06.2025 Jara: 29.06.2025 Jara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

e
) @
DI'. Reddy S ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNGiA
CERTIFICATE OF ANALYSIS o191 92166 56001-02

CEPTUD®UKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally ﬁisintegrating Tablets 10 mg
IIpoaykt: Keropoa® Dxenpecce (keroposax) TabierkH, AucneprapyeMbie B NoJ1ocTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /
Cepusa Ne i UeUIe0s O6beM cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002977118 Date of Analysis / . 29.06.2025
AHanuTHYecKHi oTyeT No Jata ananusa

Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027
JaTa npon3BoacTaa T'ogen no

Mfg. License No. / . .
IIponsBoacTBennas : MNB/05/263 A NumBeE,) g N Q04669)= (I

Homep PY RU)

_iHuen3Hsa Ne

Analysis performed according ND: / Anasus nposenex nmo HJI: JIII-Ne(004669)-(PI'-RU)-190224 |
Page30of9/Crp.3u39

No

No Test / [Toka3aTesn Results / Pe3ynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunezuopoxcuanuszon 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
YIOEP)KUBAHUS MTHUKOB
2-6yTUITHAPOKCHAHU301a "
3-6y TWIrHOPOKCHAHU30J1a Ha
XpOMaTOrpaMMe HCIbITYEMOrO pacTBOpa
JNOJKHBL  COOTBETCTBOBAaThH  BpeMeHaMm
YAEpXHUBAHUS TIHKOB
2-GyTHITHAPOKCHAHN30Ia %
3-6yTHITHAPOKCHAHU30IA Ha
XpoMaTorpaMme pacTBopa CTaHHAPTHOTO
obpasua OyTunruapokcuaHuzona (paszien
«CopepxaHnue
GYTHUITHAPOKCHAHHU30TIAN).

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

ITpumeuanue: [Ipoaykr cooreTcTBYET TpeboBanusam HJJ 3aKJIYenme: OHOﬁPEHO

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

Ionrorosneno: Yogesh Chauhan | INposepeno: Pardeep Kumar | Onpo6peHo: Menemxkep / Pykpsoaurens

X - § Abhishek Chauhan
W =—L ==
Reprint Date / - Reprint Date / Reprint Date /
Hara: 29.06.2025 Jara: 29.06.2025 Jlara: 29.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2959, 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, 173 205, INDIA
Tel: +91 68106 56001-02

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disint:ag_raag Tablets 10 mg
IpoaykTt: Keropoa® Jxenpece (keroposak) TabaeTk, IHCHeprapyemMble B MOJIOCTH pTa, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne $ V2501282 O6bem cepHH " 3600000 Tab

Analytical Repovrt No / - 040002977118 Date of Analysis / . 29.06.2025

AHaauTHYecknii oryer Ne JaTa ananusa

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

Jara npousBoacTaa Togen no

Mfg. License No. / . .

IlpoussoacTBeHHas : MNB/05/263 LUl L g 2 JIII-Ne(004669)-(PT -
Homep PY RU)

aunenzust No

Analysis performed accBrdng_ND: / Ananu3 nposened no H/L: JIII-Ne(004669)-(PT-RU)-190224

Page40f9/Crp. 4 m39

i.oo Test / Iloka3zaTens Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeausist 69.3 mg/ 69.3 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 %;
OaHopoaHOCTbL Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetoxk — He 6onee + 10 %;
2/20 Tabnerok — He 6onee + 20 %.
4 Disintegration time / 00 min 12 sec / 00 mun 12 cex Not more than 3 min. / He 6osee 3 muH.
Pacnagaemoctn
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
Unit-2 / Ta6n-2 94 % C15H13NO3.'C4H.11NO3 . (ketorolac
tromethamine) in 15 min. / He meHee
Unit-3 / Tabn-3 97 9% 75 % ()] CisHi3sNO3+C4H | 1NO3
) (xeToponaka TpoOMeTaMHUH) Yepe3 15 MuH.
Unit-4 / Tabn-4 91 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks: The Product conforms to ND/
[Mpumeuanue: Iponykr coorBercTBYET TpeboBanuam HJ|

Conclusion: APPROVED /
3akawuenne: ONOPPEHO

Prepared by /

e
A/

ITonrorosneno: Yogesh-Chauhan

¥ ool

Checked by /
IIposepeno: Pardeep Kumar

il e

Approved by: Manager/Executive /
Onobpeno: Meneukep / PykosoauTens
Abhishek Chauhan

/ Y/

||'_' S -
Reprint Date / |
Jata: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Reprint Date /
Jlara: 29.06.2025

Registerad 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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, iNDiA

CEPTUOPUKAT AHAJIM3A

Tel : +81 98166 5600102

www.drreddys.com

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

Hpoaykr: KeT0p0J1® Ixcnpece (KeTOpoak) Ta6JeTKH, AHCIIEprupyemMble B HOJOCTH pra, 10 Mr

Market / Prinox :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne H V2501282 O61em cepun " 3600000 tab

Analytical Repourt No/ . 040002977118 Date of Analysis / . 29.06.2025

AHanmuTH4YecKHii oTyeT Ne Jara anainza

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

JaTa npou3BoaCTBA TI'ogen oo

Mfg. License No. / ) o

IlpousBoacTBenHas . MNB/05/263 M mumbexs g JIIEN=(DO:4662)= (BT
Homep PY RU)

auuedsus Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

PageSof 9/Crp. Su3z 9

i? Test / Iloka3zaTesnnb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JucriepcHocTh 710 um sieve is formed. / Obpa3zyercs
OJHOPONHAs CYCNeH3Ms, Npoxoasias
CKBO3b CHTO C pa3MepOM OTBEPCTHM
710 MKM.
7 Impurities / Ipumecu
1-hydroxy analog of not more than 0.5 %; / ue 6oxee 0,5 %;
ketorolac: / 0.0035 %
1-ruapoxcuasainor
KETOpOJIaKa
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHanor KeTopoJaxKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
eAHHUYHAas )
HeUuAEeHTU(UIUPOBAHHAS
HpHMeECh
total impurities / 0.1% not more than 1.0 %. / ve Gonee 1,0 %.
CyMMa IpUMeceit
8 Water content / 23 % Not more than 7.0 %. /
CopepxaHue BOAbI He 6onee 7,0 %.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [TponykT coorBeTcTBYeT Tpebosanusm HJJ 3akai04eHHe: Oﬂ_OBﬁEHO
Prepared by / Checked by / Approved by: Manager{Executive /
[Moarororneno: Yogesh Chauhan | ITposepeno: Pardeep Kumar | Ono6peno: Menemxkep |/ Pykosoautess
,"M : 2 p [ _ Abhishek Chauhan :
| A
Reprint Date/ -~ Reprint Date / Reprint Date /
Jara: 29.06.2025 Jara: 29.06.2025 Jara: 29.06.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Qf-

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel: +01 92156 5€001-02

CEPTUD®UKAT AHAJIM3A

www.drreddys.com

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

Ipoaykr: Ketopoa® Ixenpece (KeropoJak) TaG1eTKH, JHCAePrapyemble B nojaocta pra, 10 mr

Market / Peinok

‘Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2201282 O6nem cepun " 3600000 Tab

Analytical Repourt No/ - 040002977118 Date of Analysis / - 29.06.2025

AHaJguTHYeCKHIi oTueT Ne JlaTa ananusa

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

JaTa npou3BoACTBa I'onen go

Mfg. License No. / . .

IIpoussoacTBennas : MNB/05/263 MA number: / , cHIIENE(O0:E00) kNS
Homep PY RU)

JTHneH3ust No

_Analysis performed according ND: / Ananus nposexen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 6 of 9/ Crp. 6 39

i.oo Test / IToka3zareab Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTtaTo4yHble OpraHH4ecKHE PACTBOPHTEIH

Isopropyl alcohol /
H3zonponanon

02 pg/tab /
02 Mkr B TabneTke

Not more than 350 pg/tab. /
He 6onee 350 MKr B TableTke.

10 | Microbiological purity*/ Mukpoouosorunyeckasi yucrtora*

OaHopoAHOCTH
AO3UPOBAHHBIX elHHULL

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / 0611ee Ynucno He 6onee 10° KOE/T;
a’3pOOHBIX MHKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10? CFU/g; /
mold count / obLuee aucio He 6oxnee 10% KOE/T;
JPOXKEBBIX M IIIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 3.5 Acceptance value (4V) not more than

15.0 ITokasaTens npueMiemoctu (AV)
IOJDKEH OBIThL He Gonee 15,0.

Remarks: The Product conforms to ND/

[Ipumeuanue: [IpoaykT cootercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
TToarorosneno: Yogesh-Chauhan

g~

Checked by /
[pogepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /| Pykoponurens
Abhishek Chauhan T

Reprint Date / —
Hara: 29.06.2025

Reprint Date /
Jara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +€1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS .. 01 08106 560010

CEPTUPUKAT AHAJIN3A

129 . oL

www.drreddys.com

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

Ipoaykr: Keropoa® Ixcnpece (keroposak) tabieTku, JHcneprapyemMple B H0JI0CTH pTa, 10 Mr

Market / Prinox :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne & V2507282 Oobem cepuu " 3600000 Tab

Analytical Repog‘t No/ . 040002977118 Date of Analysis / . 99.06.2025

AHannTHYecKkHi oT4yer Ne Jara anaanza

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

Jdarta npon3BoiacTBa T'onen mo

Mifg. License No. / . o

ITpousBoacTBeHHAS : MNB/05/263 M mumlex:( j =G (O0RC0)S (T
Homep PY RU)

auuen3ust Ne

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

Page70f9/Crp. 7 39

[ No
Ne

Test / [loka3zaTean

Results / PesynbTaTh!

Specification / Hopma

onpenesieHue

12 Assay / KonnuecTBenHoe

10.0 mg/ 10.0 mMr
(100.1 %)

From 9.0mg to 11.0 mg of
Ci5H13NO3+C4H ;1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
1 1,0 Mr C15H13NO3'C4H11NO3
(xetopornaka TpoMeTamuH) (ot 90,0 mo
110,0 % oT 3a9BJIEHHOrO KOJIWYECTBA) B
TabneTke.

13 Butylhydroxyanisole
content /

Coaep:xanue
6yTHITUAPOKCHAHH30.1a

0.0895 mg/tab /
0.0895 mr B TabiieTke

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

14 | Package description /
OnucaHue YNaKOBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
onucrepe u3z (ITA/AJITID ¢
Braronornotutenem/I[I9BIT)
donsru // (I13/AJ]) doneru. o
2 onucrepa BMECTE C JIHCTKOM-
BKJIAIbIIIIEM B navyKky
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. / ITo 10 TabneTox B
onuctepe u3 (ITA/AJVTID ¢
pnaronornorutenem/II1OBIT) donsru //
(TI3/AJT) donsru. Ilo 1 unu 2 6nucrepa
BMECTE C JINCTKOM-BKJIAbILIEM B [AuKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
Hpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusam HJL

Conclusion: APPROVED /
3akmwuyenne: OJJOBPEHO

Harta: 29.06.2025

Jara: 29.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Yogesh Chauhan | Tlpoeepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoauresns
A Abhishek Chauhan '
2 <>£———: L
Reprint Date/ Reprint Date / 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 46 4900 2959, Email: mail@drreddys com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

&
DI'.. Reddy,S ‘_... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS ., . .91 93166 56001-02

CEPTU®UKAT AHAJM3A . drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disin_te_grating Tablets 10 mg

Ipoaykr: Keropoa® Jxcnpece (keToposak) TabeTkH, AHCHeprapyeMble B M010cTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ] Batch Quantity / _ 3600000 tab /
Cepus Ne + V2501282 O0beM cepHH " 3600000 Tab
Analytical Repourt No/ - 040002977118 Date of Analysis / . 99.06.2025
AHajnTHYecKHii oTueT Ne Jara anainsza
Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027
JaTa npousBoacTsa T'ogen no
Mfg. License No. / . .
Ipoun3sBoacTBeHHas : MNB/05/263 MA number: / : JILL-Na(004669)-(PI-

Homep PY RU)

Junensust Ne - o
Analysis performed according ND: / Anaqu3 nposeged no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page8of 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 BbIMYyCKe JIEKAPCTBEHHOTO MPENapaTa KOHTPOJIb Ka4ecTBA Mo nokasartesio «MukpobHoorayeckas
4YHCTOTA) MPOBOANTCS AJIS Kaxaoil 20-0if cepuu, MM A/ OAHOH CEPHM B rojl, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNHT paHblle.

API name / Haumenosanne APC: ~ Ketorolac tromethamine / Ketoponaka TpoMeTaMuH
INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABSH001017
Howmep cepnu npousBoauTens ADPC:
FP Manufacturer API Batch number /
Howmep cepHH cyOCTAHINHH NPOH3BOAHTENA FESA00167
rJd:
API Manufactured by & country / Dr. Reddy's Laboratories 1td., India /
Hpounssogurteap APC, crpana: H-p Pennu'c Jlabopatopuc JIta., Uuaus
Name, address, authorization No for P 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) /
HaumMeHoBaHNe, agpec, THUECH3HA AJIs J-p Pennu’c Jlaboparopuc JIta., Uuausa, IlponspoacteeHHoe
Ipoussoacrennas niomagka / Ilnomanka noapasnenenune-6, Bui. Kxons, Hanarapx Poyn, bapnu, Juctpukr
KOHTpoJsi kayecTsa / [Liomanka Beimycka Conan, X.I1., 173205, Uagus (muensus Homep MNB/05/263)

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

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: [IpoaykT coorsercTBYeT TpeboBaHuaM HJ[ 3axmouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorosneno: Yogesh Chauhan | IlpoBepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBgaurens
i } Abhishek Chauhan ?

/ / S = ,.':.z‘{ = vomy
Reprint Date/ Reprint Date / Reprint Date /
Hara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



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

& =
DI‘. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS T/ : 91 93166 56001-02
CEPTH®UNKAT AHAJIN3A www.drreddys.com

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

ITpoaykr: Keropon® Dkenpecc (keTopoiak) TabjeTkH, AHCIeprupyeMble B 10J10CTH pra, 10 Mr

Market / Poinok :Russia / Poccus ]

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne e O0beM cepHH " 3600000 Tab

Analytical Repourt No/ - 040002977118 Date of Analysis / . 90.06.2025

AHanuTHYeCKHH oTdeT Ne JlaTa anaam3a

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

JlaTa npoH3BOACTBA Togen 1o

Mifg. License No. / . .

IponsBoacTBenHas : MNB/05/263 S8 mumberse 5 SULIE(UR600) SR
Homep PY RU)

Junenzus Ne -

Analysis performed according ND: / Anann3 nposegen no HJI: JITI-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».

3ak/Il0YeHHe 0 COOTBeTCTBHM: «HacTosmuM s MOATBEPXKIAI0, YTO NIPHUBEIEHHA BhIIEC HHYOPMAIIHS ABIAETCS
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKIMH NMPOM3BeleHa (BKIIIOYas YNAKOBKY (MapKHPOBKY) M KOHTPOJb
KAaJecTBa) Ha BBINIEYKA3aHHOW IIPOM3BOICTBEHHON IUIOLIa/Ke (IUIOIIAAKaX) B IIOJIHOM COOTBETCTBHH C
TpeGoBaHuaMH [IpaBui HajIexamreil MpOH3BOJCTBEHHOH NpaKTHKY EBpasHHCKOro 3KOHOMHYECKOIO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsi6ps 2022) u TpeGOBaHUSIMH KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaKXXe B COOTBETCTBHH CO CICIM(DUKAIUIMHU, CONEPNKAMMUCS B PETHCTPAlIMOHHOM J0Che CTPaHBI-UMIIOpPTEpA.
3amucH 0 IPOU3BOICTRY, YIIAKOBKE M aHATH3Y NIPOBEPEHBL, H YCTaHOBJICHO HX COOTBETCTBHE TpeboBanuaM IIpasui
HazyIeXxare# mMpou3BOACTBEHHONM NpakTUKU EBpa3uiickoro 3KOHOMHYECKOTO COI03a.

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

IIpumeuanue: [Ipogykr coorBeTcTBYET TpeboBaHuam HJ 3axsouenne: OJOBPEHO

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

[Moaroroeneno: Yogesh'Chauhan IMposepeno: Pardeep Kumar | Onobpeno: Menemiep PyK{JBf)ﬂ,H'l't‘ﬂb
- ; Abhishek Chauhan

Reprint Date/ Reprint Date / Reprint Date /

Jara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanigana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



