Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Forrnulation Unit-6

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

CEPTUDPUKAT AHAJIM3A

Tel: +91 62166 56001-02

www.drreddysr.rciom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 H_lé -
IIpoaykr: Keropoa® Jkcnpece (keTopoaak) TabeTku, uCneprupyembie B 10J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne B I O6bem cepnu © 36,00,000 Tab
Analytical Repovrt No / - 040003197781 Date of Analysis / . 26.11.2025
AHanHTHYECKHH oTyeT No JlaTa aHaJIH3a

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027

JlaTa npou3BoacTBa T'oxen xo

Mfg. License No. / WA soanles |

IIpousBoacTBeHHas . MNB/05/263 moer:  JIII-Ne(004669)-(PI'-RU)

Homep PY

JHuen3ns Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / HHcTpykuus yrBep:kaena: 21.04.2025

Page 1 of 11/ Cyp.1 n3 11

No . ;

No Test / IlokasaTens Results / Pe3ynabTatsi 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. / Kpyrawele miockue
side. / Kpyrnsle rockue TabaeTku ¢ (ackoii, CBETNIO-KENTOro LBETA C
TabneTku ¢ Ghackoi, CBETIO- IPaBUPOBKOM «I» Ha OAHOI CTOpOHE.
JKEJITOro LBETa C IPaBUPOBKOM
«l» Ha OAHOU CTOpOHE.

2 Identification / Unentudunkauus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V-
CIIEKTPBI ITOTJIOLIEHHS HCIILITYEMOIO PacTBoOpa ¥
pacTBopa CTaHIapTHOTO o0pasla KeTopoJaka
TpOMETaMHMHa HOJKHBl MMETb MaKCHMYMBI MpPU
OZIHOH M TOM e UIMHE BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/
IIpumeuanne: [TpogyKT cOOTBETCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3aknwuyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Toarorosnero: Yogesh [Tpoeepeno: Pravesh  ||[Iposepeno (AOK): ||OnobpeHo: Obecneuenue kauectBa/OTBETCTBEHHOE
Chauhan / Rana 7 Amit Kumar { NLo: )

f, § A e 1

[/ [
Date / Date / Date / Date / 27-11-2018
Hara: 26.11.2025 Hara: 26.11.2025 Iara: 26.11.2025 Jara:

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@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




‘..’ Dr. Reddy's Laboratories Ltd.
y ) o .

Forrnulation Unit-6
Dr. Reddy s '. Viil. Khol, Nalagarh Road, Baddi,

ist a .P., 173 205, INDIA
CERTIFICATE OF ANALYSIs %% %F7 B2 27 ©

CEPTUPUKAT AHAJIM3A '

www.drreddys.com

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

Ipoaykr: Keropon®™ Dxrenpece (keroponak) tadiaerkn, Aucnepriapyemble B MOJ0OCTH pra, 10 Mr

Market / PpIHOK :Russia / Poccus

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

Cepus Ne s O6nem cepun © 36,00,000 Tab

Analytical Repo\f't No/ . 040003197781 Date of Analysis / . 96.11.2025

AHanuTHYecKH#H 0T4eT Ne Jlata ananu3za

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027

JaTa npou3BoacTBa I'onen no

Mfg. License No. / MA number: /

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

nHneH3us Ne

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

PIL version approved: / UacTpykuus yrBep:kaena: 21.04.2025

Page 2 of 11/ Ctp. 2 u3 11

Test / Iloka3zaTensb Results / PesynbTaThl Specification / Hopma

No
Ne

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).
/ Bpemsi ymep»HBaHWST OCHOBHOrO MHKa Ha
XpomarorpaMme MCTILITYEMOro pacTteopa
JIOJKHO COOTBETCTBOBATH BpEMEHU
YIepXKUBaHHA OCHOBHOTO MHKa Ha
XpoMmarorpaMme  pacTBOpa  CTaHAApPTHOTO
obpazua keTopoyiaka TpoMeTaMHHa (paszen
«KonuyecTBeHHOE ONpeNeneHne»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanune: IIpoaykT cooTBeTCTRYeT TpedoBanmsam HJJ 3aknmwuenne: O/IOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
INoarotosneno: Yogesh Ilposepeno: Pravesh  [|[Tpoeepeno (AOK): |[OnobGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE

Chauhan V Rana f Amit Kumar ¢ JIHLLO: ggi)

| /7 [N g

Date / o Date / Date / Date / 29114005
Jlara: 26.11.2025 Jlara: 26.11.2025 JHara: 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 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

oo TR

CEPTUOHUKAT AHAJIM3A

Tel . +91 56166 5600102
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropoa® Jkcnpece (keropoax) Tabiaerin, incneprupyemble B Nog0cTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne I At O6bem cepuu " 36,00,000 Tab

Analytical Report No/ - 040003197781 Date of Analysis / . 26.11.2025

AHanutuyeckuii oTyer Ne Jata asanusa

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

JaTa npousBojcTBa Tonen 1o

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yrBep:kaena: 21.04.2025

Page30f 11/ Cap.3 m3 11

No
Ne

Test / ITokazaTennb

Results / Pe3yasTaThbi

Specification / Hopma

Butylhydroxyanisole /
bymuneudporcuanuzon

Complies / CooTBETCTBYET

The retention times of 2-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 YAEPXKUBAHUS MUKOB 2-
OyTUIrHAPOKCHAHU30]1a u 3-
OYTHATMIOPOKCHAHM30MIA  HA  XPOMATOTPAMME
HCTIBITYEMOTO pacteopa UOIKHbBL
COOTBETCTBOBATh  BpPEeMEHAM  YyIepKHUBAHUS
OHKOB  2-OyTWIrMApoKcHaHM3ojga W 3-
OYTUNTHAPOKCHaHU30Jla Ha  XpOMarorpamme
pacTtBopa CTaHJAPTHOTO obpasua
oyrunruapokcuanusona (pasgen «Coaep)xanHe
OYTHUNIHAPOKCHAHU30a»).

Remarks : The Product confirms to ND/

TMpumeuanne: [TponykT cooTBETCTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ilonrorosneno: Yogesh ITposepeno: Pravesh  [|[Ipoeepeno (AOK): ||Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Chauhan / Rana Amit Kumar JIMLO: e
p j/ A &
[/ | N -
Date / Date / Date / Date / 2Pl )L r

Hata: 26.11.2025

Hara: 26.11.2025

Harta: 26.11.2025 Jara:

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@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Forrnulation Unit-5

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

CEPTUD®UKAT AHAJIM3A

Tel: +91 98166 56001-02

www.drreddys.com B

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropoa® Jxenpece (keToposiak) Tabiaerk, AnCHeprapyemMble B mos0cTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ] Batch Quantity / - 36,00,000 tab/
Cepus Ne § Vas0e2 Oonbem cepun " 36,00,000 Tab
Analytical Repo:'t No/ . 040003197781 Date of Analysis / - 26.11.2025
AHaJInTHYECKHH oTyeT No JlaTa aHa/m3a
Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027
JaTa npon3BoacTBa TI'onen no
Mfg. License No. / MA number: /
M pon3BoaCTBeHHAs - MNB/05/263 nadl : JITI-Ne(004669)-(PT-RU)

Homep PY

JHIeH3us Ne

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

PIL version approved: / MucTpykuus yreepxaena: 21.04.2025

Paged4of 11/ Crp.4 m3 11

i.? Test / [Toka3arenn Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeansis 69.7 mg / 69.7 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
macca Ot 67,2 mr go 72,8 mr (70,0 Mmr £ 4,0 %).
18/20 tablets - not more than =+ 10 %;
Thitormiie of weisht / 2/20 tablets - not more than =+ 20%. /
Om ity B welE Complies / CooTBETCTBYET 18/20 Tabnetok — He Oonee £ 10 %;
AHOPOAHOCTE MAceH 2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time / 00 min 22 sec / 00 muH 22 cek Not more than 3 min. / He 6onee 3 MuH.
PacnapaeMoctsb
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 101 % Not less than 75 % (Q) of CisH3NO3+CsH {1 NO3
. (ketorolac tromethamine) in 15 min. / He MeHee
X o
Unit-k ¥ Taoue2 100% | 7504 (Q) CisH;3NO3+CsH;INO3 (keToponaka
Unit-3 / Ta61-3 99 9%, TpOMeTaMHH) depe3 15 MUH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/
Mpumeyanne. TIpuayss coviseivisyer pebusanrm [T

Conclusion : APPROVED /
Jarawiennc. OJOLIEIIO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Yogesh [Tposepeno: Pravesh  ||TIpoBepeHo (AOK): ||OnobpeHo: ObecneueHue kauecTsa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JTHLIO: )

! 7/ / /7 a—
Date / Date / Date / Date / 2/-7,, 18005
Hara: 26.11.2025 Tarta: 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 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s ‘,’.’

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIN3A

Tei . +31 96166 56001 €2

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxt: Keropoa® Dxcnpecc (KeTopoJiak) Tabaerku, AHCHEPrupyemMsle B MOJOCTH pra, 10 mr

aHuen3us Ne

Market / Peinok :Russia / Poccus 7

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

Cepusi Ne } Wethes Oo6bem cepun " 36,00,000 Tab

Analytical RepO}'t No/ . 040003197781 Date of Analysis / . 26.11.2025
AHanuTHyeckHi oTuer Ne JlaTta ananu3a

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

JaTa npou3BOACTBA Togen o

Mfg. License No. / MA number: /

IIpouszBoacTBEeHHAs : MNB/05/263 Howmep PY : JITI-Ne(004669)-(PT-RU)

Analysis performed according ND: / Ananu3 uposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpyxkuns yrBep:kaena: 21.04.2025

Page 50f 11/ Crp. S m3 11

i‘«o Test / IlokasaTens Results / PesyasTaTb! Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pum
JucrepcHocTh sieve is formed. / O6pasyercs oaHOpoaHAsA
CYCMeH3usi, TNpoXoJsdlas CKBO3b CHUTO C
pa3mepoM oTepcTHH 710 MKM.
7 Impurities / [Ipumecn
1-hydroxy analog of 0.0039 % not more than 0.5 %; / e 6onee 0,5 %;
ketorolac: /
1-rugpokcuaHaior
KeTopoJiaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He Gonee 0,8 %;
1-keToaHanor KeTOpoIaKa
unidentified impurity / 0.02 % not more than 0.5 %; / ue 6onee 0,5 %;
¢IMHUYHas
HeueHTUULIMPOBaHHASL
npuMech
total impurities / 0.1 % not more than 1.0 %. / e 6omee 1,0 %.
cyMma npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: Ilpoaykt coorsercryeTt Tpedosanusam HJT Jakmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

[Toarorosnexo: Yggesh

[TpoBepeno: Pravesh

[Ipoeepeno (AOK):

Onobpeno: Obecneuenue kayecTBa/OTBETCTBEHHOE

Chauhan Rana Amit Kumar JIMLLO: =t

| s / e g

V . N ,
Date / Date / Date / Date / 2711007 ¢
Hara: 26.11.2025 Hara: 26.11.2025 Jara; 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@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ o
y @ Forrnulation Unit-6
Dr. Reddy s ". Vill. Kho!l, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS ol : 491 53166 56001-02
- CEPTHO®UKAT AHAJIU3A NS —
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponykr: Keropoa® Ikenpece (keropoaak) TabieTkn, ANCHEprupyeMsble B MoJIOCTH pra, 10 mr .
Market / Poinok :Russia / Poccus
Batch No / ] Batch Quantity / ~36,00,000 tab /
Cepus Ne  ¥ASU2ZSH O6bem cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003197781 Date of Analysis / . 26.11.2025
AHanuTHYeCKHH oTueT No JlaTa anaaH3a
Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027
JlaTta npou3BoacTBa T'onen xo
Mfg. License No. / MA number: /
IIpousBoacTeeHHAst : MNB/05/263 ’ . JII-Ne(004669)-(PT-RU)
Homep PY
JuueH3us Ne
Analysis performed according ND: / Ananu3 npoBegen no HJ: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MacTpykuns yrBepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

1}? Test / Ilokasarenb Results / PesyabTaThl Specification / Hopma
8 Water content / 2.5% Not more than 7.0 %. /
Copepxxanue BOAbI He 6onee 7,0 %.
9 Residual solvents / OcTaTouynble OpraHHYecKHe PACTBOPUTENH
Isopropyl alcohol / 13 pg/tab/ Not more than 350 pg/tab. /
H3zonponaHon 13 Mkr B Tabnetke He 6onee 350 Mxr B TabneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykt cootseTcTBYET TpeGosanusaM HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ﬂonrm‘oaﬂcno:j Y ogesh [Tposepeno: Pravesh  ||[Tposepeno (AOK): [|Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
Chauhan [/ ; Rana 4 Amit Kumar \ THUo: rfj
/ r r‘/ \
e PR
Date / Date / Date / Date / 17-11-202C
Hara: 26.11.2025 Hara: 26.11.2025 Jara: 26.11.2025 JlaTa:

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@drreddys.com
CIN: L851954P1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s ‘_’.‘

CERTIFICATE OF ANALYSIS _

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

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

T

CEPTUOUKAT AHAJIM3A

I&i .+ Za

101 08166 56001-02

www.drreddys.corn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jkcnpece (keTopoJax) Tabiaerkn, Aucneprupyemsie 8 nosoery pra, 10 mr

Market / PpiHok :Russia / Poccust

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

Cepus Ne t Nan204 Oo0bem cepuu © 36,00,000 Tab

Analytical Repo:‘t No / - 040003197781 Date of Analysis / . 26.11.2025

AHanutHuyeckKHi oTueT Ne JlaTa anam3a ]

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

Hara nponsBoacTea - I'onen no

Mifg. License No. / MA number: /

IponsBoacTBeHHAs : MNB/05/263 = . JITI-Ne(004669)-(PT-RU)
Homep PY

JIHIeH3us No

Analysis performed according ND: / Ananms nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MacTpykuus yreepaxaena: 21.04.2025

Page 7 of 11/ Crp. 7 m3 11

i? Test / IlokazaTenn Results / PesynbTaThi Specification / Hopma
10 Microbiological purity*/ MukpoGuoJyioruueckas yncrora*
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob1ee uucio He 6onee 10° KOE/T;
a3pOoOHBIX MUKPO-
OpraHH3MOB
Total Combined Yeast and NA not more than 10* CFU/g; /
mold count / ob61iee uncao He 6onee 10 KOE/r;
JPOXIKEBBIX H TIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity of dosage units / 4.8 Acceptance value (4V) not more than 15.0
OasopoaHocTb IMokazarens npuemnemocts (4V) nokeH ObiTh
J03UPOBAHHbIX €IMHULL He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHuaM HII 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Yogesh [Tposepeno: Pravesh  [|[Tposepeno (AOK): ||[Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JIALIO: 3
)y Lo ‘ / \ (@
?/ // y ‘4) [\._/ "
Date / ‘ Date / Date / Date / 27112005
Jara: 26.11.2025 JHara: 26.11.2025 Jara: 26.11.2025 Hara:

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 Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3A

1,04 Qi1 e EaNNG N
Tel . +91 556166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykt: Keropon® Ixcnpecce (keToposiak) TabieTKH, AHCHeprapyeyMsie B mosoct pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne R O6bem cepun © 36,00,000 Tab

Analytical Repovrt No/ . 040003197781 Date of Analysis / . 26.11.2025

AHaguTHYecKHuit oTyeT Ne Jata ananu3za

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

Jara npousBoacTBa o T'onen go

Mifg. License No. / MA number: /

IIpou3ssoacrBeHHAN : MNB/05/263 : . JIII-Ne(004669)-(PT'-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND: / Auanu3 nposenen nmo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Macrpyknns yreepxkaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

i.f Test / [TokazaTens Results / PesyabTaTsi Specification / Hopma
12 Assay / KoninuecTBeHHOE 10.1 mg/ 10.1 mMr From 9.0 mg to 11.0 mg of
onpeaeseHue (101.4 %) CisH13NO3*C4H1NO;3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 Mr
C1sH13NO3+C4H 1 NO3 (Ke'roponaka
tpomeramuH) (ot 90,0 mo 110,0 % or
3asBJICHHOIO KOJIMYeCTBa) B TabneTKe.
13 Butylhydroxyanisole 0.0952 mg/tab / Not less than 0.042 mg/tab. /
content / Copep:kaHue 0.0952 mr B Tabnetke He menee 0,042 mr B TabneTke.
OyTHArHAPOKCHAHH30J1a

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cootBeTcTBYET TpebopaHmsM HJJ

Conclusion : APPROVED /
3akmovyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[loarotoeneHo: Yogesh ITposepeno: Pravesh  ||[Tposepeno (AOK):  ||Onobpeno: O6ecneuenne kauecrtsa/OTBETCTBEHHOE
Chauhan ¥ Rana / Amit Kumar JTHILO:
A j/ A H
s : /\*’/ - —
Date / Date / Date / Date / : &
Hara: 26.11.2025 Jara: 26.11.2025 Jara: 26.11.2025 Jara: s
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Dr. Reddy's Laboratories Ltd.
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Vill. Kho!, Nalagarh Road, Baddi,

CEPTHOHKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
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Product : Ketorol Express (ket(;rolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Ixcnpece (keTopoak) TabjaeTks, gucneprupyemsie g mosoery pra, 10 mr

| Market / PpiHoK :Russia / Poccus
Batch No / y Batch Quantity / ~36,00,000 tab /
Cepus Ne ) VES0Ea Ob6bem cepun " 36,00,000 Tab
Analytical Repo:‘t No/ . 040003197781 Date of Analysis / - 26.11.2025
AnagutHueckuii oTueT Ne JlaTa ananuza
Date of Manufacture / - 10/2025 Date of Expiry / - 09/2027
Jara npon3BoacTBa - T'open no
Mifg. License No. / MA sinibers
IIpousBoacTBeHHAN : MNB/05/263 ) . JIII-Ne(004669)-(PT-RU)

Homep PY

nHuen3ns Ne

Analysis performed according ND: / Anann3s nposexen mo H/I; JIII—NE(OO4669)—(PF—RU)-190224
PIL version approved: / MacTpyknus yrBepxkaena: 21.04.2025

Page 9of 11/ Crp. 9 m3 11

OnucaHue ynakoBKU

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6aucrepe u3z (I[MA/AJI/IID ¢
pnaromnorjorutenem/[1IBIT)

¢onbru // (I13/AJ1) dponeru. Ilo
2 6nucTepa BMeCTe C JIHCTKOM-
BIJTQIBIIIIEM B

1;.00 Test / Iloka3zaTenb Results / PesynbTaTst Specification / Hopma
14 Package description / 10 tablets in a blister of | 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 Tabnetok B GnucTepe u3

(TTA/AJI/TID

donwru // (I13/AJ) ¢onpru. Tlo 1 wim 2
6aucTepa BMecTe C JIMCTKOM-BKJIAiplllleM B
NavyKy KapTOHHYIO.

¢ Bnaronoraoturenem/[19BIT)

KapTOHHYIO.

nayKy

* 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 BoIMyCKe JIEKAPCTBEHHOrO MpenapaTta KOHTPOJIb KaYecTBa o noka3sareso «MuKpobHoaoruyeckas
YUCTOTa» MPOBOAUTCH A Kaxaoi 20-0it cepuu, Wu 1715l OXHOM cepUM B rofi, B 3aBUCHMOCTY OT TOCO, YTO

HACTYNHUT panblle.

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toxprororneno: Yogesh [posepeno: Pravesh  ||[IpoBepeno (AOK): |[Ono6peno: Obecneyenne kauectBa/OTBETCTBEHHOE
Chauhan /) , Rana Amit Kumar JIALO:

y § j \ @)

! / - M :
Date / Date / Date/ - Date / 2 1028
Hara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara:
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Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.

‘. ¢
Y °® Formulation Unit-6
Dr. Reddy s '. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol - +91 98166 56001-02

CEPTU®UKAT AHAJII3A ' ciac oo

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg_ 7
Tpoayxr: Keropon®™ Irenpece (keroponax) TabaeTkH, ucneprupyemblie B Moa0cTH pra, 10 mr |
Market / Poinok ~ :Russia / Poccus
Batch No / ) Batch Quantity / _36,00,000 tab /
Cepusn Ne V230223 O6mem cepun " 36,00,000 Tab
Analytical Repo\}'t No/ . 040003197781 Date of Analysis / - 26.11.2025
| AHAJIMTHYeCKHIil 0T9eT No Jara anaiusa
Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027
JlaTa npou3BoACTBa T'ogen o
Mfg. License No. / NI riviitibers /
IIpouszBoacTBEeHHAS : MNB/05/263 ’ . JIII-N2(004669)-(PT'-RU)
Homep PY
aunen3ns Ne
Analysis performed according ND: / Anaau3 npoBegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
 PIL version approved: / MHcTpyknus yreepkaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenoanue A®C: Ketorolac tromethamine / Ketoposiaka TpoMeTaMuH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABSHO001414

Howmep cepuu npouspoauteas ADPC:

FP Manufacturer API Batch number /

Homep cepHH cy0cTAHIHH NPOHU3BOHTEIA FESA00170

TJD:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

I pousogurens A®C, cTpana: H-p Pennu'c JJaboparopuc Jlta., UHaus

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) /

HaunmenoBaHue, agpec, JHUEH3IUSA s H-p Pennu’c Jlabopatopuc JIta., Unaus, [IpouzBoacreeHHoe
IIpon3BoacTeennas miaomanka / ILtomaaka noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bannu, Juctpukr
KOHTpoJsA KavecTBa / ILnomagka Beimycka Coman, X.I1., 173205, Muaus (nuuensus nomep 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/ Conclusion : APPROVED /
TpumMeuanue: TIpAAYKT COOTRETETRYET TREOORAHNAM HJT Zagmuenne: QOJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[loxroTosneHo: Yogesh ITposepeno: Pravesh  ||[Tpoeepero (AOK): ||OnoGpeno: Obecneuenre kadecTsa/OTBETCTBEHHOE
Chauhan »/ 5 Rana 4 Amit Kumar JIHLIO: )

/ /, . y - \ @

P& ~ /\ e

Date / Date / Date / Date / 291/ 2028
Hara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Forrnulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,

istt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS DSt *oPn % =

L{" . +51 58166 5600102
CEPTUO®UKAT AHAJIN3A - i

Dr.Reddy’s ":'

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpecc (keropoiak) TabiaeTku, AicnepruapyemMbie B HoJocTi pra, 10 mr
| Market / Prinox :Russia / Poccus

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

Cepus Ne  ¥d302234 Ob6bem cepun © 36,00,000 Tab

Analytical Report No/ . 040003197781 Date of Analysis / . 26.11.2025

AHaanTHyecKkuii oTyer No Jata anaanza ]

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

HJara npoussoicTea T'open o e

Mfg. License No. / MA number: /

Hpoussoacreennasn : MNB/05/263 : . JII-Ne(004669)-(PT-RU)
Homep PY

nuneH3ns Ne

Analysis performed according ND: / Anasus nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Muctpykuus yrsepxkaena: 21.04.2025

Page 11 of 11/ Ctp. 11 u3 11
3akiawuenue o coorBeTcTBHH: «HacTosmmum s moATBep)kIar0, 4TO NPHBEIEHHAs BbIle HHPOPMALUS SBIIAETCS
JIOCTOBEPHOW M TOYHOH. DTa cepusi MPOAYKIMH HpOH3BeJeHa (BKIIOYAs YNAaKOBKY (MapKHUpPOBKY) M KOHTPOJIb
KayecTBa) Ha BBHINICYKa3aHHOH IIPOM3BOJCTBEHHOM IUTOIIAAKe (TJIOIMaaKax) B IIOJIHOM COOTBETCTBUU C
tpeboBanusamu IlpaBun HamIexamei MpPOU3BOJCTBEHHOH NpakTHKH EBpasuiickoro 3KOHOMHYECKOIro COIO3a U
TpeOOBaHUSIMHU KOHTPOJISI KayecTBa JEKAPCTBEHHBIX CPEICTB, a TAaKXKe B COOTBETCTBUHM CO CIELM(HKALUIMH,
COJIepP)KAIMMHICS B PETUCTPAIMOHHOM JOChE CTPaHBI-UMIOPTEPA. 3aMUCH IO IIPOU3BOJCTBY, YIIAKOBKE U aHAIHU3Y
IIPOBEPEHBI, M YCTaHOBIEHO UX COOTBeTCTBUE TpeboBanusM IIpaBun Hamexameil Npou3BOACTBEHHON MIPAKTHKH
EBpa3suiickoro 3KOHOMHUYECKOT0 COI03a».

Remarks : The Product confirms to ND/
ITpumeyanue: [TponykT cooTBeTCTBYET TpeboBaHusam HJT

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[NoaroTosaeHo: Yogesh ITposepeno: Pravesh  [|TTposepero (AOK): ||Onobpeno: Obecneuenune kauecTBa/OTBETCTBEHHOE
Chauhan ’} Rana 7 Amit Kumar JTHIO: -

.'/ L

A o il

[/ / M

Date / - Date / Date / Date / 7 J-1) 72D Lg’
Hara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Jara: i
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