Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikcnpece (keToposiak) Ta6JeTKH, JUceprupyemMble B 110J10¢TH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne §VZEILUIE O61bem cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003411620 Date of Analysis / . 99.05.2026

AHanuTHYecKHii oTueT Ne JaTa anaju3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2008

JlaTa npou3BoAcTBa T'onen o

Mfg. License No. / MA number: /

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

JnueHzus Ne

Analysis performed according ND: / Ananun3s nposegen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreep:xxaena: 21.04.2025

Page10f11/Crp.1u3 11

1}:’ Test / IlokazaTesb 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. / Kpyrable mnockue
side. / Kpyrnble mnockue TabneTku ¢ ¢ackoif, CBETIO-KENTOro HBETa C
tabreTku ¢ ¢packol, CBETIO- TpaBUPOBKOI «|» Ha OAHOI cTOpOHE.
JKEJITOTO L[BEeTa C IPaBUPOBKOi
«l» Ha OJHOM CTOpPOHE.

2 Identification / UnpenTuduxauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y-
CIIEKTPBI NOIJIOLICHUS HCTIBITYEMOTO PacTBOpa 1
pacTBopa CTaHAapTHOTo ofpaslia KeToposaka
TpOMeTaMHHa AOJKHBI UMETh MaKCUMYMbI MpH
OIHOM U TOM € NJTHHE BONHEI (+ 2 HM).

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipogykt cooTBeTCcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Checked by /
ITpoBepeHo: Rama

Prepared by /
[Toarorosneno: Ashish

Kumar /%,.

Checked by (AQA) /
[Tpoeepeno (AOK):
Ajay Kumar Srivastava

+n L

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecneueHue kauecTpa/OTBETCTBEHHOE

JTHLLO: r\’;“m m\j wA
G

i

Kant
e
Date /

JlaTa: 22.05.2026

Date /
Hara: 22.05.2026

Date /
Jlara: 22.05.2026

Date / (
Jlara:

%
- -
V0¥ 5 qp"

7

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tet : +91 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropoa® xenpece (keropoaax) tabaeTku, AucneprapyemMbie B 1010ctu pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne } V2601078 O0nem cepun © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003411620 Date of Analysis / . 92.05.2006

ABajguTHyeckuii oTuer Ne JlaTta ananu3za

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JlaTa npousBojacTBa I'osen 1o

Mfg. License No. / A Tiiibers 1

IIpon3BoACTEeHHAS : MNB/05/263 r . JITI-Ne(004669)-(PT-RU)
Homep PY

JiHIeH3us Ne

Analysis performed according ND: / Anasu3s nposegen no HJI: JIIT-Ne2(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yreepaaena: 21.04.2025

Page 2 of 11/ Crp. 2 u3 11

No
No

Test / ITokazaTenn

Results / PesynbTaThl

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).
/ Bpemsl yHepXWBaHHA OCHOBHOTO THKa Ha

XpomarorpaMMe  MCHbITYEeMOro  pacrsopa
JIOJIKHO COOTBETCTBOBATh BpeMEHH
YAEPKHBAHKS OCHOBHOTO nH1Ka Ha
XpoMmarorpaMMe  pacTBOpa  CTAHJAPTHOrO

obpa3ua Keropojaka TpoMeTamHHa (paszzaen
«KonuyecTBeHHOE OnpeaeneHue»),

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykt cootBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
[Moarorossnero: Ashish

Checked by /
[Tposepeno: Rama

Kant
b

Checked by (AQA) /
[Tposepeno (AOK):
Ajay Kumar Srivastava

St

Approved by: Quality Assurance/Authorized person /
OnoGpeto: Obecnieyenne kadectsa/OTBETCTBEHHOE

nuuo:/)%aw \ij\

Kumar /@,@N/
Date /

Jara: 22.05.2026

Date /
Jlara: 22.05.2026

Date /
JaTa: 22.05.2026

L )o\R [
Date / I ,)/‘} V)'}fb

JlaTa:

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTH®WKAT AHAJIU3A W dreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Ikcnpecc (keToposiak) Tab/IeTKH, AMCHEPrHPYeMble B I10J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne ¥ V2601078 O6bem cepun ©36,00,000 Tab

Analytical Repovrt No/ - 040003411620 Date of Analysis / . 92.05.2026

AHanuTHYecKHil oTyeT No JlaTta aHaau3a

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2008

Jara npon3BoacTBa T'oxen 10

Mfg. License No. / o ———

IIpounzBoacTBenHan : MNB/05/263 H ) : JITII-Ne(004669)-(PT'-RU)
omep PY

JMneH3us Ne

Analysis performed according ND: / Anann3 nposeaen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreepxkaena: 21.04.2025

Page3 of 11/ Crp.3 u3 11

Results / PesyabTaThl

Specification / Hopma

1;:: Test / IlokasaTens
Butylhydroxyanisole /
Bymunzuopoxcuanuzon

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). /
Bpemena YAEP)KUBAHUSA TTMKOB 2-
OyTUNTHAPOKCHAHH30J1a " 3-
OyTUITMAPOKCHAHKH307a Ha XpOMAaTorpamMme
HCIIBITYEMOrO pacTBopa JIOJDKHBI
COOTBETCTBOBATH  BpEMEHaM  yIEpXKHBaHHA
NUKOB  2-OyTwirmjapoxchanusona ©u  3-
OyTHITMAPOKCHAHH30JIa Ha  XpOMaToOrpamme
pactBopa CTaHJapTHOTO obpasua
Oyrunruapokcuannsona (pasgen «Conepxanue
OYTHATMIPOKCUAHM30IIAY).

Remarks : The Product confirms to ND/
IIpumeuanue: I[IponykTt coorBeTcTBYeT Tpebopanusm HJ

Conclusion : APPROVED /
3akmiovenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Ashish [IposepeHo: Rama ITposepeno (AOK): Onobpeno: Obecneuetue kauecTsa/OTBETCTBEHHOE
Kumar M’ Kant ?’_ Ajay Kumar Srivastava nnu@ 10 (COU\:‘M

/ ‘/\—“’" # % Q.\Q» d
Date / Date / Date / Date / I ‘ qﬂ"/b JVL’
Jara: 22.05.2026 Jlata: 22.05.2026 Hara: 22.05.2026 Jara: o ”)ﬂ

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tei : +91 98166 56001-02

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Dxenpecc (keroposiak) TabJaeTku, AHCIEPTHPYEMbIe B 110J0CTH pTa, 10 Mr

Market / Peinox :Russia / Poccus

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

Cepus Ne § wESTGES O0beM cepuu " 36,00,000 Tab

aunalytical RepottNo / © 040003411620 Date-f nalysis © 22.05.2026

AnanuTHyeckdii orTyer Ne JlaTa aHaJH3a

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JlaTa npou3BoAcTBa TI'ogen oo

Mfg. License No. / MA miiber: 7

ITponzroacTBEeHHAR : MNB/05/263 ; : JITI-Ne(004669)-(PT-RU)
Homep PY

Januenzuns Ne

Analysis performed accoi‘ding ND: / Ananus nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yrepxaena: 21.04.2025

Page 4 of 11/ Ctp. 4 u3 11

i.:) Test / ITokazaTens Results / PesyabTaThbl Specification / Hopma
3 Average weight / Cpennsis 69.9 mg / 69,9 Mr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 mr po 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Usitaemite 6Fwelght ! 2/20 tablets - not more than + 20 %.
Om armity ol welg Complies / COOTBETCTBYET 18/20 Tabnerox — He Gomee =+ 10 %y
e 2/20 TabneTox — He Gonee £ 20 %.
4 Disintegration time /
Pacnapaemocth ' ,
00 min 24 sec / 00 MuH 24 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 97 % Not less than 75 % (Q) of CisH13NO3+C4H | 1NO3
i (ketorolac tromethamine) in 15 min. / He meHee
Unit-2 / Ta6x-2 9% | 759% (Q) CisHisNOs*C4HyNO; (keToposaka
Unit-3 / Ta6n-3 99 % TpoMeTaMHuH) uepe3 15 MuH.
Unit-4 / Ta6i-4 99 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/

[pumeuanne: [Iponykt coorseTcTBYET TpeboBaHMAM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /

[ToarortosineHo: Ashish

e

Kumar

Checked by /

[Tporepeno: Rama

Kant

Checked by (AQA) /
TTposepeno (AOK):
Ajay Kumar Srivastava

Sl

/

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauecrsa/OTseTCTBEHHOE

mmq./’;"_"m lcowiw

Date /

Hara: 22.05.2026

Date /

Hara: 22.05.2026

Date /
Hara: 22.05.2026

Date /
JlaTa:

/%;U&g
i \/,V}ﬁ;v»

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: L85195AP1984P1.C0O04507

www drreddys.com




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keroposn® Jxcnpece (keToposiak) TabaeTku, Juclieprupyemble B M0J10¢TH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne i O0Bem cepun " 36,00,000 Tab

Analytical Repog't No/ - 040003411620 Date of Analysis / - 22052026

AHaqnTHyeckuii oTyet Ne Jlata ananu3sa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JaTa npou3BoAcTBa Tonen go

Mfg. License No. / MA biers

TIpou3BOACTBeHHAS : MNB/05/263 = : JITI-Ne(004669)-(PT-RU)
Homep PY

JinneH3us Ne

Analysis performed according ND: / Anaau3 nposenen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 5 of 11/ Crp. Sn3 11

1;2 Test / Iloka3aTenb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTb sieve is formed. / OG6pasyercs omHopomHas
CYCHEH3Msi, TpOXo[Qsilmas CKBO3b CHTO C
pasMepom oTeepcTuit 710 MxM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcraHanor

Below LOQ (LOQ = 0.0032 %) /
Huxe mpenena KonuuecTBEHHOTO
onpenenenus (ITKO = 0.0032%)

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

KeTOpoJiaKa

1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ve 6oisee 0,8 %;
1-keToaHaor KeTOpoJaKa
unidentified impurity / 0.02 % not more than 0.5 %; / e 6onee 0,5 %,;
eNUHUYHAs
HeuIeHTHULUPOBaHHAS
pUMeCch
total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %.
cyMMa npumecet

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

IIpumeuanue: IlpoaykT cooTBercTBYeT TpeboBanusaM HJI 3axmouenne: OJJOBPEHO

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

[Tonrorosaeno: Ashish

Kumar
e

ITposepeno: Rama

[lposepero (AOK):
Ajay Kumar Srivastava

Onobpeno: Obecrneuenue kayectsa/OTBETCTBEHHOE
mme’./f;

Kant m@

Date /

Jara: 22.05.2026

Date /

Jara; 22.05.2026

ol

Hata: 22.05.2026

Date /
Jlara: /

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 “:’

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 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keToposiak) TabieTku, AHCHEPrHpYeMbIe B N0J0CTH pTa, 10 Mr

Market / Peinox :Russia / Poceus

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

Cepusi Ne Mo O0bem cepun © 36,00,000 Tab

Analytical Repoﬁ No/ - 040003411620 Date of Analysis / . 99052026

AHaJuTHYeCKHH oT4eT No JlaTa anain3a

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2008

JlaTa npousBojcrBa T'open o

Mfg. License No. / WA iniibeis

IIpousBoacTBeHHASN : MNB/05/263 er: : JIII-N2(004669)-(PT-RU)
Homep PY

JHueH3ust Ne

Analysis performed according ND: / Ananus nposegen mo HJI: JIIT-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Hucrpykuus yreepaaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11
i.? Test / [TokasaTesn Results / PesyjabTaThb! Specification / Hopma
8 Water content / 21% Not more than 7.0 %. /
Copepxanue BOAbI He 6ouee 7,0 %.
9 Residual solvents / OcraTouHbie OprannyecKkie pacTBOPHTETH
Isopropyl alcohol / 7 pgftab / Not more than 350 pg/tab. /
Hzonponanon 7 MKr B TabneTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/

IMpumeuanue: Iponykr coorBercTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[NoarotorneHo: Ashish [Tposepeno: Rama
Kumar

M’” Kant M&;

Checked by (AQA) /
[Iposepeno (AOK):
Ajay Kumar Srivastava

Approved by: Quality Assurance/Authorized person /

Onobpeno; Obecneyenne kayecTsa/OTBETCTBEHHOE
my 900 \couSwa

Date /
Jlarta: 22.05.2026

Date /
Jara; 22.05.2026

ol
Date /

Hata: 22.05.2026

Date /
Jlara:

L Yi/,;;s’ %
/WD

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

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 98166 56001-02

CEPTHO®HUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Ixenpece (keroposak) TabaeTkn, Aucneprupyembie B MoJocTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / : Batch Quantity / . 36,00,000 tab /
Cepus Ne ¢ V2601078 O6bem cepun " 36,00,000 Tab
Analytical Repo“rt No / . 040003411620 Date of Analysis / - 92.05.2026
AnajuTHyeckHii oTyer Ne Jara anajausa
Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

aTa NPOH3BO/CTBA Topen oo
Mfg. License No. / WIA siiinbers f
IIpousBoacTBeHHan : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)

Homep PY

JHneH3us Ne

Analysis performed according ND: / Anasus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MUnctpykuus yreepxaena: 21.04.2025

Page 7 of 11/ Crp. 7 u3 11

i.:’ Test / Ilokazarens Results / PesyabTaTsl Specification / Hopma

10 Microbiological purity*/ Mukpo6unosornyeckast 4ucToTa*

Total Aerobic Microbial NA not more than 10* CFU/g; /

Count / o61iee 4uciio He 6onee 10° KOE/T;

a3po6GHBIX MUKPO-

OpraHU3MOB

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

mold count / o6uee yncno He bonee 102 KOE/r;

JPOXKEBBIX U TUICCHEBBIX

rpubos

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

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OoHOPOAHOCTH 6.8 [Tokazarens npuemiieMoctu (4V) nomkeH ObIThH
NO3MPOBAHHBIX €AHHULL ' He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT coorseTcTBYeT TpeboBaHuaM HJI 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IloarorosneHo: Ashish ITpoBepeno: Rama [Mposepeno (AOK): Onobpenq: ObecreueHne kauecTsa/OTBETCTBEHHOE
/ Ll
Kumar Ajay Kumar Srivastava |[nuuo! ) Sl \C_O\/u wi

‘%}'—' Kant % ‘{Q‘

)

Date /
Jara: 22.05.2026

Date /
Jata: 22.05.2026

Date /

JlaTa: 22.05.2026

Date / (
Jlara:

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91. 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkenpece (keToposak) TabieTkn, AHcnepriupyembie B mojaoctu pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne D O6bem cepun " 36,00,000 Tab

Analytical RepOft No/ - 040003411620 Date of Analysis / . 92052026

AHajnuTHyecKHii oT4eT Neo JlaTa aHaansa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jarta npousBogcTea T'open no

Mfg. License No. / T T—

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

Junen3ns Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mnerpykuus yreepaaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

I;.f Test / [Toka3aTenn Results / Pe3yibTaThl Specification / Hopma
12 Assay / KonnyecTBeHHOe 10.3 mg/ 10,3 mr From 9.0 mg to 11.0 mg of
onpejaesienme (102.9 %) CysH3NO3*C4H1NO;s (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 Mr
C15sH13NO3+C4H 1NO3 (ketoponaka
Tpomeramun) (ot 90,0 mo 110,0 % ot
3afBJICHHOTO KONHYecTBa) B TableTke.
13 Butylhydroxyanisole 0.1059 mg/tab / Not less than 0.042 mg/tab. /
content / Cogepxanue 0,1059 mr B TabneTke He Menee 0,042 mr B TabneTke.
OYTHArMAPOKCUAHH30J1A

Remarks : The Product confirms to ND/
IMpumeuanne: ITpoaykrt coorBeTcTBYeT TpeboBaHusiM HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[NToarotorneno: Ashish Iposepero: Rama [Tposepeno (AOK): Onobpeno: Obecniedenme kauecTBa/OTBETCTBEHHOE
Kumar Kant Ajay Kumar Srivastava ||nuLo: /Z@}m Comdiva

VAalwsl :/E"’L £
Date / Date / Date / Date / T ,;,1/"; ,\/@7/
Jlara: 22.05.2026 Jara: 22.05.2026 Jata: 22.05.2026 IaTa: -

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formu

lation Unit-6

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

CEPTUOPUKAT AHAJIU3A

Tel : 491 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Dxenpece (keroposak) TabieTku, AHcneprupyemMbie B oJ0CTH pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepusi Ne | V2601078 O6beM cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003411620 Date of Analysis / . 92.05.2026

AHannTuYecKuii oTueT Ne aTa aHAJIH32

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa mpou3BoacTBA T'oagen 10

Mfg. License No. / T —

IIpon3BojicTBeHHAsA : MNB/05/263 ) . JITI-Ne(004669)-(PT"-RU)
Homep PY

JnuneHsus Ne

Analysis performed according ND: / Ananu3s nposenen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Macrpykuus yreepxaena: 21.04.2025
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desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / IIo 10 TaGneroxk B
onucrepe u3  (ITA/AJUTID ¢
Bnaronorsiioruresnem/I19BIT)
¢onsru // (I123/AJ1) bonsru. Ilo
2 GnucTepa BMECTE C JIMCTKOM-
BKJIaAbILIEM B nauky
KapTOHHYIO.

;‘: Test / Iokazarens Results / PesyasTaTbl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a

carton pack.
(ITA/AJI/TID

donern // (II2/AJT) donsru. Tlo 1

/ ITo 10 Tabnertok B GuucTepe u3
¢ Buaronoraorurenem/[12BIT)
w2

6J'II/ICTepa BMECTC C JIMCTKOM-BKJaAbIIIEM B
NayKy 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.
* JIpu BhINyCKe JleKapCTBEHHOr0 Npenapara KOHTPOJIb KayecTBa 1o nokasartearo «Mukpoduosiorudeckas
YHCTOTA» MPOBOANTCS AJIsl Kaxaoii 20-oii cepuun, nan AN 0AHOI cepUH B TOJ, B 3aBUCHMOCTH OT TOr0, 4TO

HACTYIMT paHbLIE.

Approved by: Quality Assurance/Authorized person /
OnobpeHo; Obecnevenne kadecTsa/OTBETCTBEHHOE

IR

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: [IponykT cootBercTBYET TpeboraHmsaM HJ 3akmiouenne: OAOBPEHO
Prepared by / Checked by / Checked by (AQA) /
[Toarotonexo: Ashish ITporepeno: Rama [Tposepeno (AOK):
Kumar Kant W Ajay Kumar Srivastava ||nuuo: ( ) % ! !]a § QM WA
M ] "g“\"‘l
e —/\_,,-
Date / Date / Date / Date /
Jara: 22.05.2026 Jlara: 22.05.2026 Jara: 22.05.2026 Jlarta:

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 ‘;‘

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUOUKAT AHAJIM3A ~ Www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jkcnpece (keTopoJiak) TabJIETKH, AMCIEPrHPYeMbIe B MOJI0CTH pTa, 10 Mr
Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / - 36,00,000 tab /
Cepnsg No B WEAGTILIE O0bem cepuu " 36,00,000 Tab
Analytical Repourt No/ . 040003411620 Date of Analysis / . 92.05.2026
AHaauTH4ecKHil oTyeT Ne JaTa ananauza
Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028
Jara npou3soacTea Tonen go
Mfg. License No. / MUK miire i
IIpon3BoxcTBeHHAn : MNB/05/263 ) : JIII-N2(004669)-(PI'-RU)
Homep PY

Junenszug Ne
Analysis performed according ND: / Anasmms nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTtpykuus yreepaaena: 21.04.2025
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API name / Haumenopanne APC:

Ketorolac tromethamine / Keroposaka TpomeTaMuH

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /

L'Jid:

Homep cepun npoussoautensa ADC: ABSHOR6A02
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIuM NPOH3BOAHTENA FESA00589

API Manufactured by & country /
ITpoussognrenr ADPC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlaboparopuc JIta., Unaus

Name, address, authorization No for  FP
manufacturing site / Control site / Release
site /

HauMenoranue, agpec, JIHINEH3US I
IIponsBoacTeenHas mwiomagka / Ilnomanka
KOHTpoJisi kadecTBa / Ilnomaaka BeImycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pennu’c Jlaboparopuc Jlta., Uunus, [Ipouseoacreennoe
nonpasaencuue-6, Bumi. Kxons, Hanarapx Poyn, bannu, Juctpukr
Conan, X.I1., 173205, Unaus (mnensus 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,
their compliance with Good Manufacturing Practice of the Eurasian

packaging and testing records are verified and
Economic Union is established».

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3akaryenne: OJOBPEHO

ITpumeuanne: [IpoaykxT cooTBeTCTBYET TpeOboBaHuAM HJI

Prepared by /
IMoaroroenexo: Ashish

Checked by /
[TposepeHo: Rama

Checked by (AQA) /
IMposepeno (AOK):

A;ﬁpmved by: Quality Assurance/Authorized person /
Onodpeno: O6ecneuenne kauecTBa/OTBETCTBEHHOE

Jlara: 22.05.2026

Jlara: 22.05.2026

Hara: 22.05.2026

Kumar Kant Ajay Kumar Srivastava mm@?' w { CGAA? ~
(LR %‘»\"‘g’ ) /
= = /?__6_ NN V&
Date / Date / Date / Date / { ) &7 P

Jara: /

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: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
Dr. Reddy,s ‘...‘ Formulation Unit-6

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS ~ Tel: +9198166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIponykr: Keroposn® Ikenpecce (keTopoak) TabjieTKH, AMCIeprupyemMble B OJIOCTH pTa, 10 Mr
Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / = 36,00,000 tab /
Cepus Ne  Veelilne O6bem cepun © 36,00,000 Tab
Analytical Report No/ . 040003411620 Date of Analysis / - 92052026
AHanuTHYecKHuii oT4eT No JlaTa anaian3za
Date of Manufacture / - 05/2026 Date of Expiry / - 04/2028
Jarta npon3BoacTBa I'ogen go
Mfg. License No. / MA number: /
IIpou3BoacTBEHHAS : MNB/05/263 ) : JII-Ne(004669)-(PT'-RU)
Homep PY
JIHueH3us Ne
Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yreep:kaena: 21.04.2025
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3aknouenne o coorBercTBHM: «HacTosmum s MOATBEpKAA0, YTO IPUBEACHHAS BbIlIe HHHOPMAIUS SBIISETCS
JIOCTOBEpHON M TOYHOH. JTa cepus HpOLYKIHH NpOU3Be/cHA (BKIIOYAs YIAKOBKY (MapKHPOBKY) U KOHTPOJIb
KayecTBa) Ha BBIIICYKAa3aHHOW MPOU3BOACTBEHHON IUIOImaAKe (IUIOIIAAKaX) B IOJIHOM COOTBETCTBHU C
TpeboBanusamu [Ipapun Hajnexareld IPOW3BOJACTBEHHOM NpPakTHKH EBpa3suiCKOro S5KOHOMHYECKOTO COM03a H
TpeOOBaHUSAMH KOHTPOJIS KayecTBa JIGKAPCTBEHHBIX CPEICTB, a TAakXKe B COOTBETCTBHH CO CIEIM(PHUKAIUAMH,
COJIEp>KalllIMUCS B PETUCTPAIIMOHHOM J0ChE CTPaHBI-UMIOPTEPA. 3allicy MO POU3BOACTBY, YIIAKOBKE M aHAIU3Y
TIPOBEPEHBI, ¥ YCTAHOBJIICHO MX COOTBETCTBUE TpeboBaHMAM IIpaBun Haanmexalei npou3BOACTBEHHON MPAKTUKH
EBpa3uifckoro 3KOHOMHUYECKOI'O COK03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IIpoaykt coorBeTcTBYET TpeboBaHuaM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonrorosnexo: Ashish [Tpoeepeno: Rama [Tposepeno (AOK): Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Kumar Kant *_ Ajay Kumar Srivastava ||nu u@%m_ ‘COV\} w)
Moy MM £
ol /L /7" [ ¢
Date / Date / Date / Date / [ ra)f.;% '))» -
Jlara: 22.05.2026 Hara: 22.05.2026 Jara: 22.05.2026 Jara: /

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: L85195AP1984PLCO04507
www.drreddys.com






