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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dxenpece (keropoaak) TabaeTku, Ancneprupyemsie B moioctu pra, 10 mr

Market / Peinok :Russia / Poccus

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

Cepusi Ne g V2601210 O6bem cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003430799 Date of Analysis / . 16.06.2026

AHajuTHYecKHH oTuyeT No JlaTa anannza

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

Jata npousBoacTBa T'ogen no

Mfg. License No. / MA number: /

IIpousBoacTReHHAS : MNB/05/263 ’ : JIII-Ne(004669)-(PT'-RU)
Howmep PY

JuueH3us Ne

Analysis performed according ND: / Ananns nposegen no HJ/L: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yreepaxaena: 21.04.2025

Page 1 of 11/ Ctp. 1 u3 11

No : ;
N Test / [Tokasarensb Results / Pe3yabTaThl 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. / Kpyribie mnockue
side. / Kpyrnble ninockue TabneTku ¢ (ackoif, CBETIO-KENTOr0 LBETa C
TabneTku ¢ Gackoi, cBeTIIo- rpaBHPOBKOH «I» Ha OHOM CTOPOHE.
XKEJITOTO LBETA C IPaBUPOBKOMH
«|» Ha oJIHOM cTOpOHE.

2 Identification / UnenTudukaunns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / V®-
CTEKTPbI NOMNOLIEHUS UCTILITYEMOTO PacTBOpa
pacTBopa CTaHIAPTHOTO o0pasiia KeToposaka
TPOMETaMKHA NOJUKHBI UMETh MakCHMYyMbl MpU
OJIHOW U TOM k€ ANUHE BOJIHEI (+ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoayxT cooTBeTcTBYET TpeboBanuam HJL 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[TonroroBnexo: Sarita [Tposepeno: Pardeep ||[IpoBepeno (AOK): Ono6peno: Obecneyenne kayecTsa/OTBETCTBEHHOE
Sharma p Kumar Ajay Kurgri\Srivastava JULIO: S “ ﬁ VoM J
Date / Date / Date / Date / (o}o ,7/(0
Jara: 16.06.2026 Hata: 16.06.2026 Hata: 16.06.2026 Jara: N 5 /-}}7
R 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, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+9198166 56001-02

CEPTHU®UKAT AHAJIU3A  Www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keroposak) Tab/IeTKH, AHCIEPrupyeMble B 0J10CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . V2601210 Batch Quantity / - 36,00,000 tab /

Cepus Ne ' O6beM cepuu " 36,00,000 Tab

Analytical Repovrt No / - 040003430799 Date of Analysis / . 16.06.2026

AHajuTHYecKHH oT4yeT No JlaTa anain3za

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

JlaTa npou3BoacTBa T'omen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 ’ JITI-Ne(004669)-(PT-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Auanns nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UHcTpykuus yreepxaena: 21.04.2025

Page 2 of 11/ Crp. 2 m3 11

No
Ne

Test / Iloka3zaTennb

Results / PesyabTaThl

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 ynepHBaHWSA OCHOBHOTO THKa Ha

XpoMaTorpamme HCIIBITYEMOI'O pacTBOpa
JOJKHO COOTBETCTBOBATH BPEMEHH
YOEPHUBAHUA OCHOBHOTIO nyuKa Ha

XpoMarorpamMMe  pacTBOpa  CTaHIAPTHOTO
obpa3La KeTopoJlaka TpoMeTaMHHa (paszed
«Konu4ecTBEeHHOE ONIPE/ICTICHHEY).

Remarks : The Product confirms to ND/
IIpumeyanne: IIpoaykT coorseTcTBYeT TpeboBanusM H/J

Conclusion : APPROVED /
3akmovenne: OJJOGPEHO

Prepared by /

IMonrororsneHo: Sarita

Sharma g/ Kumar

Checked by /

Checked by (AQA) /

ITposepeno: Pardeep ||[IpoBepeno (AOK):

- -

Ajay Kumar Srivastava

: SR

G

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kayectBa/OTBETCTBEHHOE

JIHIO: £“|“AM|

Date /
Hara: 16.06.2026

Date /

Date /

Hara: 16.06.2026 Jata: 16.06.2026

s (Mﬁ,{o‘o i

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

CEPTHO®UKAT AHAJIM3A  www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixcnpecc (KeTopo/1ak) TabsieTKH, AHCIEPrUpyemMbie B M0J10¢TH pTa, 10 mr

Market / PbiHOK :Russia / Poccus

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

Cepusi Ne # ¥2601210 O6beM cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003430799 Date of Analysis / - 16.06.2026

AnajuTH4ecKuil oTyeT No Jara ananuza

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

JlaTa mpoH3BOACTBA TI'open o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 H ) : JIII-Ne(004669)-(PI'-RU)
omep PY

anneHsusd Ne

Analysis performed according ND: / Auann3 nposegen no HJL: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreepxiaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

Results / PesynbTaTsl

Specification / Hopma

o Test / IlokazaTeanb
No
Butylhydroxyanisole /
Bymuneudpoxcuanuzon

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 yIepXKUBaHUA IMKOB 2-
OyTUITHIPOKCHAHU30JIA " 3-
OyTMATUAPOKCHAHM30JIa HAa  XpOMaTOrpamMe
UCTIBITYEMOTO pactBopa JIOJDKHBI
COOTBETCTBOBATH  BpPEMEHaM  YAepKUBAHUS
MUKOB  2-OyTuirniapokcuaHuzosa d - 3-
OyTWJITHAPOKCHAHM30JIa HA  XpOMaTorpaMme
pacTtBopa CTaHAapPTHOrO obpasua
Oyrunruapokcuanuzona (pazaen «Copepixkanue
OYTUATHAPOKCUAHU301aY).

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykr cootBercTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3akmiovenne: OJJOGPEHO

Prepared by /
IToarorosyeHo: Sari

Sharma y

Checked by /
ta

[posepeno: Pardeep ||[IpoBepeno (AOK):

Kumar Q_“L/ Ajay Kumar Srivastava

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /
Opnobpeno: Obecnieyenne kauecTra/OTBETCTBEHHOE

JINLLO: Qu]u Av\.”

A
Date / Date / Date / Date / U ‘0 !0
Tlara: 16.06.2026 Tara: 16.06.2026 Tara: 16.06.2026 Mara: \V 1AV
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India " o

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

CIN: L85195AP1984PLC004507
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
CEPTUDUKAT AHAJIM3A  WWw.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoi® Dxenpece (keToposiak) Ta6aeTKH, AMcCNeprapyemble B 0JI0CTH pra, 10 Mr
Market / Peinok :Russia / Poccus
Batch No / i Batch Quantity / . 36,00,000 tab /
Cepus Ne A REGHIE O6bem cepHH " 36,00,000 Tab
Analytical Repourt No/ . 040003430799 Date of Analysis / - 16.06.2026
AHaauTH4YecKHi oTueT No JlaTa aHanu3a
Date of Manufacture / - 05/2026 Date of Expiry / . 04/2008
JlaTa npoH3BOACTBA Tonen fgo
Mfg. License No. / .
IpousBoacTBEHHAA : MNB/05/263 ML mymibers: / . JII-Ne(004669)-(PI'-RU)
Homep PY

JTHIeH3us Ne
Analysis performed according ND: / Anaans nposeaen mo HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpyxuus yreep:xaena: 21.04.2025

Page 4 of 11/ Crp. 4 m3 11

1}? Test / Iloxazarenb Results / PesyabTathi Specification / Hopma
3 Average weight / Cpeausis 70.5 mg /70,5 mMr 672mg to 72.8mg (70.0mg + 4.0%). /
mMacca 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%. /
Omtana S:)cn, Magccbl Complies / CooTBETCTBYET 18/20 Tabnerox — He Oomee =10 %;
poa 2/20 tabnetok — He Honee £ 20 %.
4 Disintegration time /
Pacnagaemocts
00 min 33 sec / 00 muH 33 cek Not more than 3 min. / He 6onee 3 mMuH.
5 Dissolution / PacTBopenne Unit-1/ Ta6bna-1 101 % Not less than 75 % (Q) of CisHi13NO3+C4H ;1 NO;
. (ketorolac tromethamine) in 15 min. / He meHee
= T 0,
Unit:2./ Tain-2 101% | 750, (Q) CisHisNO3*CsH;NO; (ketoponaka
Unit-3 / Ta6n-3 101 % TpOMETaMHKH) yepe3 15 MuH.
Unit-4 / Tabn-4 102 %
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBanusam HJ

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroToBneHo: Sarita [Mposepeno: Pardeep  ||[Tposepeno (AOK): Opobpeno: Obecneuenne kauecTpa/OTBETCTBEHHOE
Sharma % Kumar 4__,_,, Ajay Kumar Srivastava ||uuo: S ) VAM/

g o
Date / Date / Date / Date / N\ '\/L/\‘/ 0 Y b
Hata: 16.06.2026 JHara: 16.06.2026 Hata: 16.06.2026 Jlara: /ﬁ )9 2

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India o
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

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: Keropoa® xcnpece (KeTopoJiak) TabIeTKH, AMCIIEPrHPYeMbI€ B 10J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne % VagUL210 O6bem cepuu * 36,00,000 Tab

Analytical Report No/ - 040003430799 Date of Analysis / . 16.06.2026

Ananuruyeckuii oTuer Ne JlaTa anaauza

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

JlaTa npou3BoACTBA TI'ogen oo

Mfg. License No. / MA number: /

IIpou3BoACcTBEHHAS : MNB/05/263 : : JIII-Ne(004669)-(PI'-RU)
Homep PY

auuen3usa Ne

Analysis performed according ND: / Ananu3 nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yrepxaena: 21.04.2025

PageSof 11/ Crp.5n3 11

1}? Test / Iloxazarenb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / O6pa3syercs onHopomHas
CyCNeH3HUsl, TpOXOJAlasi CKBO3b CHTO C
pasmepoM oTBepcTHii 710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-runpoxcuananor

Below LOQ (LOQ = 0.0032 %) /
Huxe mpenena KONMYECTBEHHOTO
omnpenenenus (TTKO = 0.0032%)

not more than 0.5 %; / He G6onee 0,5 %;

KeTopoJiaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He Gonee 0,8 %;
1-keToaHanor KeToponaka
unidentified impurity / 0.02 % not more than 0.5 %; / ve Gonee 0,5 %;
€AMHUYHAA
HEUACHTU)ULMPOBAHHAS
NpUMECh
total impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.
CyMMa NpumMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: IIpoaykT cooTBeTcTBYET TpedoBanusM H/L 3axkmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarotosneHo: Sarita ITpoeepeHo: Pardeep |{I[IpoBepeno (AOK): Opo6peHo: ObecneyeHue kayecTea/OTBETCTBEHHOE
Sharma ﬁ/ Kumar QJ__’_ Ajay Kumar Srivastava ||numo: SnivAN p
. Py _
Date / Date / Date / Date / AL b ’)/{c)
Jara: 16.06.2026 Jata: 16.06.2026 Hata: 16.06.2026 Hara: \ b u)ﬂ

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Dkenpece (keropoJak) TabJeTKH, AHCIEPrupyemble B MOJOCTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne # V1210 O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003430799 Date of Analysis/ . 16.06.2026

AHaIHTHYeCKHI oTueT Ne JlaTa anannza

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

JlaTa npou3BojacTBa T'ogen no

Mfg. License No. / T —

MpousBoacTBeHHas : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Howmep PY

JHIen3ua Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yrsepiiaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

onpenenenus (IIKO: 1.4 Mkr B
TabyeTke)

1}? Test / IlokazaTenn Results / PesysabTaThl Specification / Hopma

8 Water content / 23% Not more than 7.0 %. /
CopaeprkaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouyHble OpraHHYeCKHe PACTBOPUTENH
Isopropyl alcohol / Below LOQ (LOQ : 1.4 pg/tab / Not more than 350 pg/tab. /
H3onponaHon Hrnke npeaena KoNu4eCTBEHHOTO He 6onee 350 mMxr B TabneTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanuam H/J 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Sarita INposepeno: Pardeep |[[Iposepeno (AOK): Onobpeno: ObecneueHne kayecTra/OTBETCTBEHHOE
Sharma & Kumar Ajay Kumar Srivastava |[nuwo: <H | VAM )
< £y ~
Date / Date / Date / Date / -\\ . 10
Hata: 16.06.2026 Hata: 16.06.2026 Jata: 16.06.2026 Hara: %Q “}740

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

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpece (keropoiak) TabiieTKH, JUCHepPrupyemMble B OJ0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne ¥ V2001210 O0Bem cepun " 36,00,000 Tab
Analytical Repourt No/ . 040003430799 Date of Analysis / . 16.06.2026
AHaqauTnyeckui oTyeT No JaTta aHanu3a

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

JaTa npou3sBoaACTBA I'open no

Mfg. License No. / MA number: /

IIpousBoacTeeHHAn : MNB/05/263 Homep PY 1 JII-Ne(004669)-(PT-RU)

Junen3us Ne

Analysis performed according ND: / Ananu3 nuposenen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 7 of 11/ Crp. 7Tn3 11
NN:) Test / Iloxa3aTenn Results / PesyabTaThl Specification / Hopma
10 Microbiological purity*/ Mukpo6uonoruuyeckasi yucrora*
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ofliiee 4uciIo He Gonee 10° KOE/r;
a3poOHBIX MUKPO-
OpTraHU3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / 0011ee 4ucao He 6onee 102 KOE/r;
JIPONOKEBBIX H IUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B | T
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OaHOpPOAHOCTh 34 ITokazarens npuemneMmoctu (AV) nonxeH ObITh
[O3HPOBAHHBIX €AUHUI g He 6onee 15,0.
Remarks : The Produaonﬁrms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJJ 3aknouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
ITogroroeneHo: Sarita [Tposepeno: Pardeep  ||IIposepeno (AOK): Ono6peno: Obecneuenue kauectBa/OTBETCTBEHHOE
Sharma p Kumar 6£/ Ajay Kumar Srivastava ||nuiio: & ] JUAN /
)/ Ja
Date / Date / Date / Date /
Jlata: 16.06.2026 Nara: 16.06.2026 Jlata: 16.06.2026 Mara: VAT KO,[yh s

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India®

e

Tel: 491 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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® xcnpece (keropoJiak) Tabaerkn, AHCHeprupyemMble B OJOCTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepusi Ne & V2001210 O0bem cepun " 36,00,000 Tab

Analytical Repovrt No / - 040003430799 Date of Analysis / . 16.06.2026

AHanuTH4ecKHuii oryeT Ne JlaTa anann3za

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

JlaTa npou3BoacTBA I'open go

Mfg. License No. / Ty

IIpousBoacTBEeHHASN : MNB/05/263 ’ ;. JITI-Ne(004669)-(PT'-RU)
Homep PY

JuIeH3us Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-N2(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykinus yrBepxiaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

1}? Test / IlokazaTens Results / PesyabTaThl Specification / Hopma
12 Assay / KosinyecTBeHHoe 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpeneieHue (99.6 %) CisHisNO3+C4H1INOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / or 9,0 Mr o 11,0 mr
C15H13NO3'C4H1|NO3 (KeToponaKa
Tpomeramut) (ot 90,0 mo 1100 % ot
3asBJIEHHOT'O KOJIMYECTBA) B TAOJIETKE.
13 Butylhydroxyanisole 0.0994 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0,0994 mr B TabneTke He menee 0,042 mr B Tabnetke.
Oy THNTHAPOKCHAHH30J1A

Remarks : The Product confirms to ND/

IMpumeuanue: [Ipoaykt cootBeTcTBYET TpeGoBanusm HJL

Conclusion : APPROVED /
3axnrwyenne: OJJOGPEHO

Prepared by / Checked by /
[Toaroroenexo: Sarita [TposepeHo: Pardeep
Sharma Kumar

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

A

gy s

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneuenue kayecTsa/OTBETCTBEHHOE
JULO:

SHIVANL]

Date /

Jara: 16.06.2026

Date /

Jlara: 16.06.2026

Date / Date

Jlata: 16.06.2026

N
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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
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keroposn® Dxcnpece (keTopoak) TabaeTKH, ANCHeprupyeMble B OJOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne k V2601210 O0bem cepun " 36,00,000 Tab
Analytical Repourt No / - 040003430799 Date of Analysis / . 16.06.2026
AHATHTHYECKHI oTUeT No Jlara ananuza

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

JlaTa nmpou3BOACTBa I'open o

Mfg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 Homep PY : JITI-Ne(004669)-(PI'-RU)

JumeH3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpykuns yreep:kaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

No
Ne

Test / [Toxa3zaTensb

Results / Pesyabrarsl

Specification / Hopma

14

Package description /
OnucaHue ynakoBkH

10 tablets
(PA/AL/PE

in a blister of

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
10 Tabnerok B
(TTIA/AJI/TID ¢

pack. / Tlo
Oiucrepe U3
BaaromnorioTuteneM/I15BIT)

10 tablets in a blister of (PA/AL/PE with

with | desiccant/HDPE) foil / (PE/AL) foil. 1 or 2

¢oneru // (I19/AJI) donsru. Ilo
2 Gnucrepa BMECTE C JIUCTKOM-

BKJIA/IBIIIEM B
KapTOHHYIO.

navyKy

blisters with patient information leaflet in a
carton pack. / Tlo 10 tabnerok B 6aucTepe u3
(IMTA/ATITID
doneru // (II9/AJ1) donbru. Mo 1 wmm 2
Onucrepa BMecTe C JIMCTKOM-BKJIAbILIEM B
MayKy KapTOHHYIO.

¢ miaronornorureneM/[13BIT)

* 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,
* [Ipn BbINycKe JleKapCTBEHHOr 0 NMpenapaTa KOHTPOJIb KayecTBa MO Mokasareso «MuKkpodHoaoruyeckas
YHCTOTA» NPOBOAUTCS AJIsT Kaxnoii 20-0ii cepum, WM 1151 OHOI cepUM B roll, B 3aBUCHMOCTH OT TOT0, YTO

HACTYNUT paHbIleE,

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeOoBaHusIM HJI

Conclusion : APPROVED /
3akmoyenne: OJIOGPEHO

Prepared by /
INoprorosneHo:; Sarita

Sharma @

Checked by /
ITposepeno: Pardeep

Kumar (\f____,
e C

Checked by (AQA) /
[TposepeHo (AOK):
Ajay Kumar Srivastava ||muwo:

Approved by: Quality Assurance/Authorized person /
Ono6peno: ObecnieyeHue kauecTBa/OTBETCTBEHHO®

SHIvan |

o~ r'Y

Date /
Hara: 16.06.2026

Date /
Hara: 16.06.2026

QD'V\),,.
Date / Date /

JHara: 16.06.2026 Jlara:

— I

0
e
=T

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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
CEPTHO®UKAT AHAJIA3A ~ “Www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keToposak) TabaeTku, AHCIeprupyemMble B IOJOCTH pTa, 10 mr
Market / Poinok :Russia / Poccust

Batch No/ . Batch Quantity / ~36,00,000 tab /
Cepus Ne § vadllalo O6beM cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003430799 Date of Analysis / - 16.06.2026
AnajmmTHyeckuii oryet No JlaTa aHanu3a

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

Jarta npousBoacTBa I'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 ) : JII-Ne(004669)-(PT'-RU)

Homep PY

Jaunensus Ne

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

PIL version approved: / UucTpyknus yreepxaena: 21.04.2025

Page 10 of 11 / Crp. 10 n3 11

API name / Hanmenopanune A®C:

Ketorolac tromethamine / KeropoJsiaka TpomeTamuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun mpousBoguresst ADC:

ABSH006408, ABSH006409

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIHH POH3BOAUTEIISA
TJIdD:

FESA00588, FESA00589

API Manufactured by & country /
IIpouszpogurenn ADC, ctpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peanu'c Jlaboparopuc Jita., MHous

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

HaumenoBanmue, aapec, JHUEH3US IS
ponzsoacrennasn miowaaka / Ilnomanxa
KOHTpoJist kayecTBa / Ilmomagka BpIimycka

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 Jlabopatopuc Jlta., Uanus, [poussoacreeHHoe
noapazgenenue-6, Bunn. Kxons, Hanarapx Poyn, bamnu, Juctpukr
Conan, X.I1., 173205, Unans (muuensus 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 establishedy.

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT cooTBETCTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3axmovenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMonrorosneHo: Sarita ITposepeno: Pardeep  [[[IpoBepeno (AOK): Onobpeno: Obecneyenue kauecTsa/OTBETCTBEHHOE
Sharma b Kumar = i__/ Ajay Kumar Srivastava |[nuuo: SYIVAN ]
- oL A
== 1 T
Date / Date / Date / Date / \l %
Hara: 16.06.2026 Jara: 16.06.2026 JlaTa: 16.06.2026 Jara: [_\(@ 20 ’LB

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangarﬁ,"lndia ¥ e
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

CEPTH®UKAT AHAJIU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keToposnak) TabieTKH, AHCIEPrUpyeMble B m0J10CTH pra, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / i Batch Quantity / . 36,00,000 tab /
Cepus Ne AR O6bem cepuu " 36,00,000 Tab
Analytical Repourt No / - 040003430799 Date of Analysis / . 16.06.2026
AHanuTHYecKH#l oTueT Ne Jara ananuza
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa mpouzBoaCcTBA Topen no
Mfg. License No. / MA number: /
IlpousBoacTBeHHAS : MNB/05/263 ) . JII-Ne(004669)-(PI"-RU)
Homep PY
aunenzns Ne
Analysis performed according ND: / Auanu3 nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTtpyknust yrep:xaena: 21.04.2025

Page 11 of 11/ Crp. 11 u3 11

3akinroueHne 0 cooTBeTcTBHHU: «HacTOSIMM 5 MOATBEPXK/IAI0, YTO [IPHUBEECHHAs BhIlIe HH(POpPMAIIHS ABJISCTCS
JOCTOBEPHOH M TOYHOH. DTa cepus NMPOAYKIMH IPOU3BEJCHA (BKIIOYAs YHNAKOBKY (MApKHPOBKY) M KOHTPOJb
KayecTBa) Ha BHINIEYKA3aHHOW NPOM3BOJCTBEHHOHW IUIOMIAAKE (IUIOIIAAKAX) B IMOJHOM COOTBETCTBHH C
TpeboBanusamu [IpaBun Haanexamedl MPOWU3BOJICTBEHHON NMpPaKTHKU EBpasuiicKoro SKOHOMHYECKOI'O COI03a M
TpeOOBaHUSAMHM KOHTPOJIS KauyecTBa JIEKAPCTBEHHBIX CPECTB, a TAKXKE B COOTBETCTBHH CO CreNH(DHKAIIUAMH,
COIEPKALMMHUCS B PETUCTPAMOHHOM JIOChE CTPaHBI-UMIIOPTEpa. 3allUCH 110 MMPOU3BOJICTRY, YIIAKOBKE U aHATHU3Y
IIPOBEPEHEI, M YCTaHOBICHO UX COOTBETCTBHE TpeOoBaHMIM llpaBui Haaexamiel MpON3BOACTBEHHON MPAKTHKH

EBpaSHfICKOFO JKOHOMHYECKOI'O COKO3a».

Remarks : The Product confirms to ND/
[Tpumeuanmne: IIpoaykr cooTBeTcTBYET Tpebopanusam HJJ

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Mogrorosneno: Sarita [Iporepeno: Pardeep  ||IIpoBepeno (AOK): OnobpeHo: Obecneuenne kauecTsa/OTBETCTBEHHOE
Sharma & Kumar QL/ Ajay Kumar Srivastava ||nuwo: &Q’] , VAA 1 ,

Date / Date / Date / Date /

Hara: 16.06.2026 Hata: 16.06.2026 Hara: 16.06.2026 Jara:
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