Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA
Tel - +91 68166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopoa® Ixcenpece (keroponak) TabJeTKH, Aucneprupyembie B HoJ0cTH pra, 10 mr

Market / Poinok :Russia / Poccus |
Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepua Ne VSRRl O0bem cepuu " 36,00,000 Tab
Analytical Repo:‘t No/ - 890001849059 Date of Analysis / . 26.11.2025
AHanutHyeckHii oTyeT Ne Jara ananu3a
Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027
JaTa npou3BoAcTBa I'open 10
Mifg. License No. / -
IIpouzBoacTBEeHHas : MNB/05/263 ) . JITI-Ne(004669)-(PT-RU)
Homep PY
JHIeH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MacTpyxuus yrBepaxaena: 21.04.2025

Page1lof 11/ Crp. 1 m3 11

N ' <
.N':) Test / [lokazaTennb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrible mnockue
side. / Kpyrnble nimockue TabneTtkd ¢ (ackoii, CBETIO-KEATOro MBera C
tabneTku ¢ packoii, ceeTno- PaBUPOBKON «|» Ha OTHOW CTOPOHE.
JKENITOro LIBETa C IPaBUPOBKOM
«l» Ha o HOI CTOpOHE.
2 Identification / UnenTudukauus

Ketorolac / Kemoponax

Complies / C_OOTBCTCTByeT

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / Y®-
CHEKTPbI MONOLEHUS UCIIBITYEMOT'O pacTBoOpa U
pacTBopa cTaHmapTHOro ofpasua KeTopoaka
TPOMETaMHHA NOJDKHBI UMETh MaKCHUMYMBI TPH
OIHOM U TOU e JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/
[Ipumeyanue: [IpoayxT cooTBeTcTBYET TpeboraHusiM HJT

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: Shivani [Tporepeno: Pravesh  |[ITposepeno (AOK): ||Oxobpeno: ObecneueHue kadecTBa/OTBETCTBEHHOE
— Rana ' / Amit Kumar JHLO: .
/ N~ a
Vs ," = ~
Date / Date / Date /- Date / 071 ) 26K
Jlara: 26.11.2025 Jara; 26.11.2025 Iara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india

Tel: +31 40 4200 2900, Fax:

+91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

CEPTUDOHUKAT AHAJIU3A

Tel : 491

2240 20

www.drreddys.com

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

Ipoaykt: Keropon® Jkcnpece (KeTopoJiak) TabJIeTKH, JHCHEPrHpYeMEIe B TOJOCTH pra, 10 Mr ]

Market / PoiHok :Russia / Poccus

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

Cepus Ne #N2302251 OG6nem cepun " 36,00,000 Tab et

Analytical Repo:’t No/ - 890001849059 Date of Analysis / - 26.11.2025

AHanuTHYeCcKHH oTyeT No JlaTa ananu3a

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JlaTa npou3BoacTBa Tomen go

Mifg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 it . JIII-Ne(004669)-(PT'-RU)
Homep PY

JuneH3us Ne

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

PIL version approved: / MucTpyknus yrBepxkaena: 21.04.2025

Page2 of 11/ Crp. 2 m3 11

No

Test / Iloka3aTennb
Ne

Results / PesyibTaThl

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 ynepxuBaHHs OCHOBHOI'O MHKa Ha

XpoMarorpaMme  HCIMBITYEMOTO pacTBopa
JOJDKHO COOTBETCTBOBATD BpEMEHH
yIEepXKUBAHUS OCHOBHOTO rnuKa Ha
XpoMaTrorpaMMe  pacTBOpa  CTaHAAPTHOTO

ofpa3ua KeTopojaka TpOMETaMHMHa (pas3men
«KonnpuecTReHHOE ONpeNieneHnes).

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaumsm HJT

Conclusion : APPROVED /
3aknawuyenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Toaroroeneno: Shivani IIposepeno: Pravesh  [|[Tposepeno (AOK): |[Onobpeno: Obecneuenue kadecTBa/OTBETCTBEHHOE
- Rana i Amit Kumar NTH10: v,
, | " A )
: /\ / =2
Date / Date / Date / Date / 2T 2036
Jara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

D dd ’ .... Formulation Unit-6
r.Reddy's e

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.F.,, 173 205, INDIA
Tel: +21 CE166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

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

Hpoaykr: Keropon®™ Fxenpece (keroponax) rabierky, iucneprapyemble B 10J10CTH pra, 10 Mr - .

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / _36,00,000 tab /

Cepus Ne el O01beM cepuu " 36,00,000 Tab

Auilytienl ReportNo.| . 890001849059 Dateof Amalysis! o 54 11 5055

AHanuTHYecKHH oTueT Ne JlaTa anaju3za

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JdaTa npou3BOACTBa Topen mo

Mifg. License No. / Wik Himinhers §

IIpounseoacTBenHas : MNB/05/263 umoer: . JIII-Ne(004669)-(PT-RU)
Homep PY

auuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaed no H: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UncTpyknus yreep:xaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

1;.:) Test / lokasaTenb Results / PesynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-butylhydroxyanisole and
Bymunzuopoxcuarnuzon 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 yIOEep)KUBaHUA MIHKOB 2-
OYTHITHAPOKCHAHN30NIA u 3-
OYTHNTHAPOKCHAHM30IAa HAa XpOMaTorpamme
HCHBITYEMOTO pactBopa JIOJIKHBI
COOTBETCTBOBaTb  BpEMEHaM  YIepXKUBaHUsA
OMKOB  2-OyTWNrMApOKCHMaHu3osna u  3-
OYTUNTHAPOKCHAHH30la HA XpoMarorpaMme
pacrBopa CTaHIApTHOTO obpasua
Oyruiruapokcuanuzona (pasgen «CoaepikaHnue
OYTUNTUAPOKCHAHU30IIA).

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

IIpumeuanue: IIpoaykT cooTBETCTBYeT TpeboBaHMAM H]J 3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

[TonrorosneHo: Shivani [Tposepeno: Pravesh  ||Tlposepeno (AOK): [|Onobpeno: Obecneuenue xayecTBa/OTBETCTBEHHOE

Rana ] Amit Kumar JIMLO: .
Cceail -
A / i a
Date / Date / Date / Date / 07 1)202C
Jara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tol : 491 GR166 56001-07

CEPTUOUKAT AHAJIM3IA

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dkcnpecc (keToposiax) TabaeTku, Aucneprupyemsie 8 moaoers pra, 10 mr

Market / Ppinok :Russia / Poccus

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

Cepus Ne it O06bem cepuu © 36,00,000 Tab ]

Analytical Report No/ - 890001849059 Date of Analysis / - 26.11.2025

AHaquTHdecKHH oTyer Ne Jara ananausa

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JaTa npou3BoacTBa I'ogen g0

Mfg. License No. / MA number: /

IIpousBoacreennas : MNB/05/263 : . JIII-Ne(004669)-(PT'-RU)
Homep PY

JIHueH3Hs Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyknus yreep:xkaena: 21.04.2025

Page4 0f 11/ Crp. 4 n3 11

ioo Test / [loka3aTenb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansis 70.4 mg/70.4 mr 67.2mg to 72.8mg (70.0mg = 4.0%). /
macca Ot 67,2 mr o 72,8 mr (70,0 Mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Uniformity of weight / 2/20 tablets - not more than + 20 %. /
Om oro IH);)CT:v;lagcc Complies / COOTBETCTBYET 18/20 Tabnerox — He Oomee £ 10 %;
AHGpoX b 2/20 tabnetok — He Honee + 20 %.
4 Disintegration time / 00 min 23 sec / 00 MuH 23 cek Not more than 3 min. / He 6onee 3 mMuH.
Pacnagaemocthb
5 Dissolution / PacTBopeHue Unit-1 / Tabn-1 97 % Not less than 75 % (Q) of CisHi3NO3;C4H 1 NO3
. (ketorolac tromethamine) in 15 min. / He meHee
Unit-2 / Tabn-2 97 % 75% (Q) CisHisNO3;*C4H1NO3; (xeroponaka
Unit-3 / Tabn-3 102 % TPOMETaMMH) uepe3 15 MUH.
Unit-4 / Ta6n-4 102 %
Unit-5 / Ta6n-5 101 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: TpoaykT cooTReTCTRYET Tpehoranusm HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarorosnero: Shivani [Nposepeno: Pravesh  ||{[Tposepeno (AOK): ||Onobpeno: Obecneyenue kauecTsa/OTBETCTBEHHOE
— Rana 4 y Amit Kumar NHIIO: ) H
)é J Ve e
P A”’ / 7

Date / Date / Date / Date / QL 71) 0028
Hara: 26.11.2025 Jata: 26.11.2025 Hata: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com
CIN: L85195A4P1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A

Tel : +21 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Ixcnpece (keTopoak) TabaeTku, Aucneprupyemsie B nosocry pra, 10 mr

Market / PoiHOK :Russia / Poccus ]

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

Cepusi Ne ¢ vensaal O0beM cepun ©36,00,000 Tab

Analytical RepoE't No/ . 890001849059 Date of Analysis / . 96.11.2025

AHanuTHyeckHii oTyeT Ne JlaTa aHa;IH3A

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JaTa npon3BoacTBa T'ogeH no

Mfg. License No. / MA number: /

IlponspoacTeennas : MNB/05/263 ) . JIII-Ne(004669)-(PT'-RU)
Homep PY

JuueHsnsa Ne

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MacTrpyxuus yreep:xaena: 21.04.2025

PageSof 11/ Crp. S m3 11

1}:’ Test / [loka3zaTens Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 710 pm
AucnepcHocThb sieve is formed. / O6pa3syerca onxHopoaHas
CYCMeH3Us, TMPOXOAsAllas CKBO3b CHTO €
pa3mepoM otBepcTuil 710 MKM.
7 Impurities / [Ipumecn
1-hydroxy analog of 0.0039 % not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: /
1-ruppokcuaHanor
KeTopoJjaka
1-keto analog ot kctorolac / U.Ub Y% not more than U.8 Y, / He Souliee 0,8 Yo,
1-keToaHasnor KeToponaka
unidentified impurity / 0.02 % not more than 0.5 %; / ve 6onee 0,5 %;
€AMHWYHAs
HEUJCHTU(PHUIUPOBAHHAS
MpUMEChH
 total fmpurities/ 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cymMma npumMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpogykT coorBeTcTBYeT TpeboBanusm HJJ 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toxroroeneno: Shivani Ilposepeno: Pravesh  ||TIposepeno (AOK): [|Onodpeno: Obecneuenne kadecTsa/OTBETCTBEHHOE
Rana Amit Kumar JTHLO:

br yi

-

A
N

Date /
Jara: 26.11.2025

Date /
Hata: 26.11.2025

Date /
Jara: 26.11.2025

Date /
Hara:

D7) 2095

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, india

Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com
CIN: L85195A4P1584PLC0O04507
www.drreddys.com



@
Dr.Reddy’s €

CERTIFICATE OF

Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,

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

CEPTH®HKAT AHAJIU3A

Tel . +91 556166 56001 02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykt: Keropoa® Jkcnpece (keTopoaak) TabaeTkn, JHCHeprupyemple B nojocti pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / _36,00,000 tab /

Cepus Ne A O06bem cepun " 36,00,000 Tab

Analytical Repovrt No / - 890001849059 Date of Analysis / . 26.11.2025

ABanuTHYeCKHH 0TYeT Ne Jarta ananuza |

Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027

Jarta npousBoacTBa T'ogen o

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 i : JIII-Ne(004669)-(PT-RU)
Homep PY

JHIeH3Hs Ne

Analysis performed according ND: / Ananaus nposenen no HJL: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yreep:xaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

1;.00 Test / ITokazaTens Results / Pe3yabTaThl Specification / Hopma

8 Water content / 22% Not more than 7.0 %. /
ConepxaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHu4ecKue pacTBOPUTEH
Isopropyl alcohol / 10 pg/tab/ Not more than 350 pg/tab. /
H3zonponaHon 10 Mkr B TabneTke He 6onee 350 mkr B TabneTxe.

Remarks : The Product confirms to ND/
[Ipumcyanuc: [IpoaykT coornerernyct Tpebonarmsiv HJT

Conclusion : APPROVED /
3awoticnue: OJJOSPEHO

Checked by /
ITporepeno: Pravesh

Prepared by /
IToprorosneno: Shivani

Checked by (AQA) /
[Iposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneyeHue kauecTBa/OTBETCTBEHHOE

/g 5/ Rana /,./ Amit Kumar JIHNO: X
Date / Date / Date / Date / Q7A)200€
Hara: 26.11.2025 Jara: 26.11.2025 IHara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4800 2900, Fax: +91 40 4500 2999, Email: mail@direddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q‘:°

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A

Tel : +81 58165 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpecc (keToposiax) TabJeTKH, AHCHEPTHpYeMbIe B OJOCTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne g FESEE O6nem cepun " 36,00,000 Tab

Analytical Repo\rt No/ - 890001849059 Date of Analysis / . 26.11.2025

AHanuTHYECKHH oTdeT Ne JlaTa ananusa

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

Jdarta npou3BoACTBA I'onen mo N

Mfg. License No. / MA number: /

IIpoussoacTBeHHAsN : MNB/05/263 ) . JIII-Ne(004669)-(PT'-RU)
Homep PY

arneH3us Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuns yrBep:kaeHa: 21.04.2025

Page 7 of 11/ Cryp. 7 m3 11

i.f Test / [Toka3zaTens Results / PesynsTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uosiornueckasi yucrora*

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

Count / o611ee 4ucio He 6onee 10° KOE/;

a’pOoOHBIX MUKPO-

OpraHH3MOB

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

mold count / o61ee yucao He 6onee 102 KOE/r;

JPOXIKEBBIX U [UIECHEBBIX

rpubos

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

11 Uniformity of dosage units / 4.5 Acceptance value (4V) not more than 15.0
OaHopoaHOCTDL [Toka3zatens npuemieMocTu (4V) nomxkeH 6bITh
JNI03HPOBAHHbLIX €IHHUILL He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TMpumewawue: TTPATYKT CONTRETCTRYET TpehorRaHuam HJT Jakawyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toxrorosaeno: Shivani [Iposepeno: Pravesh  [|[Iposepeno (AOK): [|Ono6peHo: Obecneuenre kauecTBa/OTBETCTBEHHOE
- Rana ) Amit Kumar w JTALIO: !
) ( —
— ‘/ -
Date / Date / Date / Date / 0. 7-1) 20 124
Hara: 26.11.2025 Hata: 26.11.2025 Iata: 26.11.2025 Hata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Felangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com
CIN: L85195/AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIiA
Te!: +21 SS166 56001-02

CEPTU®UKAT AHAJIN3A

iCt. "o 2oL

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoun® Dxenpece (keTopoaak) TabjeTKH, AMCHeprHpyeMble B moJ10cTH pra, 10 mr

Market / Poivok :Russia / Poccus |
Batch No / , Batch Quantity / . 36,00,000 tab /
Cepusa Ne i et O6bem cepun " 36,00,000 Tab
Analytical Repourt No/ - 890001849059 Date of Analysis / . 26.11.2025
AHanuTHuecKHil oTueT Ne JlaTa anaiu3za
Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027
Jara npou3BoacTBa T'ogen oo
Mfg. License No. / MA number: /
IIpouzBoacTBeHHAN : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY
JHIeH3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpyknus yreepxaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

i.:) Test / IlokazaTens Results / PesynbsTaThi Specification / Hopma
12 Assay / KonudecTBeHHOE 10.2 mg/ 10.2 mr From 9.0 mg to 11.0 mg of
onpeaeseHue (101.6 %) CisH13sNO3C4H(NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr no 11,0 mr
CisH13NO3*CsH 1 NO3 (xeroponaka
Tpomeramus) (ot 90,0 mo 110,0 % or
3asBJICHHOTO KOJIMYECTBa) B TabJeTKe.
13 Butylhydroxyanisole 0.0968 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0968 mr B Tabnerke He menee 0,042 Mr B TabneTke.
OyTWJIrMApOKCHAHH30J1a

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBaHusm HJ{

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: Shivani [MpoBepeno: Pravesh  [|[Iposepeno (AOK): ||Onobpeno: Obecneuenue xauecTsa/OTBETCTBEHHOE
o Rana Amit Kumar . JIMLIO: @ ¥
} /\ — Y
. /
Date / Date / Date / Date / 2 7112004
Mara: 26.11.2025 Hara: 26.11.2025 Jara: 26.11.2025 JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com
CIN: L.85195A4P1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS _

Dr. Reddy's Laboratories Ltd
Fermulation Unit-6

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

1 osins 5600102

CEPTHOUKAT AHAJIN3A

~| - o0
21, T4 Jetvu Juuva

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Fkenpece (KeTopoiak) TabJeTKH, AHCHEprEpyeMsle B HojgocTh pra, 10 mr

Market / Pbinok :Russia / Poccus -

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

Cepun Ne P O6bem cepun ©36,00,000 Tab

Analytical Repovrt No/ . 890001849059 Date of Analysis / . 96.11.2025

AHainTHYeCKHH oTyeT Ne JaTa ananunsa |

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JlaTta npousBoacTBa T'ogen po d

Mfg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 ) . JIII-Ne(004669)-(PT'-RU)
Homep PY

Juuen3us Ne |

Analysis performed according ND: / Ananuz nposenen nmo H: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yrBep:kaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
onuctepe u3z  (JIA/AJI/IID ¢
praromnoriorurenem/IIIBIT)
donwru // (I13/AJ1) donwru. Io
2 6nucTtepa BMECTE C JIMCTKOM-
BKJIaJIbILIIEM B navyKy
KapTOHHYIO.

i.g Test / Iloka3atenn Results / PesynbTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne ynakoBku (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnetok B Onuctepe u3
BraronoraotuteneM/I15BII)
¢oneru // (I15/AJ1) coneru. Mo 1 wmu 2
OnucTepa BMecTeé C JINCTKOM-BKJIAIBILIEM B

(TTA/JAVTID ¢

Na4Ky KapTOHHYIO.

* 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.
* IIpu BbINycKe J1€KapCTBEHHOr0 NMpenapara KOHTPOJIb KayecTBa 1o nokasarenio «Mukpobuonoruyeckas
YHCTOTA» MPOBOAUTCS A/ Kaxaoii 20-0fi cepuH, WM AJIS1 OHOH CepUH B roji, B 3aBHCHMOCTH OT TOr0, 4TO
HACTYIIHUT paHblIeE.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHmsimM HJJ 3akaouenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToxgrorosneHo: Shivani [lposepeno: Pravesh  |[[Ipoeepeno (AOK): [|OnoGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
;L )( Rana j Amit Kumar{ THLO: @
[\w, e -
Date / Date / Date / Date / 07112025
Hara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Fermulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disinteg;ziting Tablets 10 mg

Tpoaykr: Keropon® Dxcnpece (KeropoJiak) Tab/IeTKH, JHCIeprupyeMbie B IOJIOCTH pTa, 10 Mr
Market / Poinox :Russia / Poccus
Batch No / . V2502231 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0Bem cepun 36,00,000 Tab
Analytical Repo‘}’t No/ - 890001849059 Date of Analysis / . 26.11.2025
ABanuTHYeckHuii oTyeT No Jara anaau3za
Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027
Jata npouzBoacTBa T'open mo
Mfg. License No. / MA number: /
HponssoacTBeHHAs : MNB/05/263 ‘ : JIII-Ne(004669)-(PI'-RU)

Homep PY

aunensus Ne
Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / HacTpykuus yrBepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenosanune APC:

Ketorolac tromethamine / Keroponaka TpomeTaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npousBoauteis ADPC:

ABSH001414, ABSH001294

FP Manufacturer API Batch number /
Homep cepun cy6cTaHIHH POH3BONKTENS
TJId:

FESA00170, FESA00216

API Manufactured by & country /
Ipoussoautenr A®C, crpana:

manufacturing site / Control site / Release
sito /

HanmeHoBaHHe, aapec, NTHUEH3USA JJIst
IIpoussoacreennas miomaaka / Ilnomanka
KOHTpOoJs KadecTra / [Inomaaka BeInycka

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c JIaGoparopuc Jlta., Uuaus

| Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

MNB/05/263) /

H-p Pennu’c JlabGoparopuc Jita., Uuaus, [IpouszsoncrBeHHoe

noapasaencHue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Jquctpuxr

Comnan, X.I1., 173205, Unaus (nuuensus Homep MNB/05/263)

Declaration of certification: «I 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».

Remarks : The Product confirms to ND/

[Mpumeuanne: [1poaykr coorsercTByeT Tpedosannam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarotosneHo: Shivani [Tposepeno: Pravesh  [|[Tposepeno (AOK): [|Oxobpeno: Obecneyenne kauecta/OTBETCTBEHHOE
Rana p Amit Kumar 5 JTHLO: !
/@ ;o y ‘/\-//, &//
Date / Date / Date / Date / VT e 20K
Jara: 26.11.2025 JHara: 26.11.2025 Hara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Tel : +01 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

www.drreddys.com

‘Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg .
Hpoaykr: Keropoa®™ Ixenpece (keroponak) TabieTkH, ANCIEprEpyempie B MoJocTH pra, 10 mr B ]

Market / Poinox _ :Russia / Poccus - ]

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

Cepus Ne PR O6bem cepun " 36,00,000 Tab

Analytical Repo\}'t No/ - 890001849059 Date of Analysis / - 26.11.2025

AHaguTHyeckuii oryer Ne JlaTra ananusa

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JaTa npousBoacTBa TI'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 : . JIII-Ne(004669)-(PT-RU)

Homep PY

JHIeH3ns Ne

Analysis performed according ND: / Anasnus nposeaen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Mucrpykuus yreepxxaena: 21.04.2025

Page 11 of 11/ Ctp. 11 n3 11
3akJ/i04eHne 0 cooTBeTCTBHHU: «HacTosIUM s MOATBEPIKIAI0, YTO NPUBEACHHAS BbIlIE HHQOPMALIUS ABIACTCS
JIOCTOBEpHOH U TOYHOH. DTa cepus NMPOJYKIHMU IPOU3BEACHA (BKIIOYAS YIIAKOBKY (MApKHUpOBKY) M KOHTPOJb
Ka4yecTBa) Ha BBHINICYKa3aHHOW IPOM3BOJCTBEHHOMW IUIOIMaaKe (TUIOMAAKax) B IIOJTHOM COOTBETCTBHH C
TpeboBarusamyu [lpaBun Hajrexaineil MPON3BOACTBEHHOM NPAKTHKH EBPasHiicKOro 3KOHOMHYECKOTO COI03a H
TpeOOBaHUSIMHU KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX CPEICTB, a TaKXKe B COOTBETCTBHH CO CIEIU(UKANUIMY,
COACPXKAIIUMHUCS B PETHCTPALIMOHHOM JIOCHE CTPAHBI-UMIIOPTEPA. 3aIIUCH MO IIPOU3BOACTBY, YIIAKOBKE H aHAJIU3Y
IIPOBEPEHBI, ¥ YCTAHOBIIEHO UX COOTBETCTBUE TpeboBaHusM [IpaBun Hajexalei mpou3BOACTBEHHON MPaKTHKU
EBpa3suiickoro 3JKOHOMHUYECKOTO COK03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumcuanmnc: Ilpoayxr coorBeTcTByeT Tpebonatusiv HJJ 3axaiotenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ionaroroeneno: Shivani [Tposepeno: Pravesh  ||[Ipoeepeno (AOK): [|Onobpeno: Ob6ecneueHue kauecTsa/OTBETCTBEHHOE
- Rana / ; Amit Kumar " MHLIO: ﬁz )
9 N a
P2 j 4 /

Date / Date / Date / Date / el 2028
Hara: 26.11.2025 Jara: 26.11.2025 Hara: 26.11.2025 Hara: .
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