Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTNOUKAT AHAJIMU3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 107mg
IpoaykT: Keropoa® Ikenpece (keTopoJiak) TabJeTKd, JUuCHeprupyemMble B OJ0CTH pTa, 10 mr

Market / Puinok :Russia / Poccust

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

Cepus Ne | ¥2600240 O6bem cepuu " 36,00,000 Tab

Analytical Repourt No / - 040003281195 Date of Analysis / © 13.02.2026

AHanuTHYecKHii oTueT N Jara anaau3za

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

JlaTa npou3BoacTea I'open xo

Mfg. License No. / MA number: /

IpounsBoacTBeHHas : MNB/05/263 ) : JIII-Ne(004669)-(PI"-RU)
Homep PY

Junensust Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yreep:xkaena: 21.04.2025

Pagel of 11/ Crp. 1 w3 11

N ; 5
.N':) Test / [lokazaTesb Results / PesynabTath! 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. / Kpyrnmeie miockue
side. / Kpyrnsle mockue TabJIETKH € (ackoil, CBETNO-XKENTOro IBETa C
TabneTku ¢ ¢ackoii, cBeTI0- rpaBUpPOBKOH «|» Ha oIHOI CTOPOHE.
JKENTOTO LBETA C IPaBHPOBKOH
«l» Ha ofHOH cTOpOHE.
2 Identification / Unentudurkauus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / VO-
CIIEKTPbI MOTJIOLIEHHUS UCIIBITYEMOTO PacTBOpa 1
pacTBopa CTaHIapTHOro obpaslia KeToponaka
TpOMeTaMUHa JOMKHBI HMETh MaKCUMYMBbI TIPH
OIHOH U TOH XK€ JJTUHE BOJIHBI (+ 2 HM).

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoayxT cootrBeTcTBYET TpeboBaHMAM HJT

Conclusion ;: APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMoarorosneno: Shivani [Tposepeno: Rama [Iposepeno (AOK): |[OnoGpeno: OGecneuenue kauecta/OTBETCTBEHHOE
/@ e Kant Amit Kumar JIMLO:
’ 2 e -
Date / Date / Date / Date / 14
=
JHara: 13.02.2026 Hata: 13.02.2026 Hara: 13.02.2026 Hata: \(%/D’)/ )

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS

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

Vili. 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
ITpoaykT: Keropoa® Jxcnpece (keToponak) TabiieTKu, AUCHeprupyemMble B 10J10¢TH pta, 10 Mr
Market / Poinok o :Russia / Poccust
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne i V2600940 O0bem cepum " 36,00,000 Tab
Analytical Repourt No/ - 040003281195 Date of Analysis / - 13.02.2026
AHaJIUTHYECKHH oTUeT Ne JaTta anann3a
Date of Manufacture / - 01/2026 Date of Expiry / - 12/2027
JaTra npou3BoacTBa Toxen go
Mfg. License No. / .
TIpou3BojcTBeHHAS : MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-RU)
Homep PY

JinneH3us Ne
Analysis performed according ND: / Ananus nposenen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

Page 2 of 11/ Crp. 2 m3 11

No

No Test / [loka3zarennb

Results / Pe3yabTaThbl

Specification / Hopma

Complies / CoorBeTcTBYET

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 ynmepXuBaHHA OCHOBHOIO TNHKa Ha

XpomaTorpamme UCOBITYEMOIO pactBopa
JOJDKHO COOTBETCTBOBATD BPEMEHHU
yIepxHBaHUA OCHOBHOTO nHKa Ha
XpoMaTorpamMMe  pacTBopa  CTaHIApTHOTO

ofpaslia Kkeropojaka TpoMeTaMuHa (pasnen
«KOJIM4eCTBEHHOE ONPENEIICHHEN).

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
Jakmwyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person./
[Toarorosnexo: Shivani [Tposepero: Rama [[TpoBepeHo (AOK): [|Omo6peno: ObecneueHue kauecTpa/OTBETCTBEHHOE
_||Kant ! Amit Kumar JIM10: N
o
Date / Date / Date / Date / \ ;"Z) ’),"—’2/07/-4
(Hata: 13.02.2026 Jata: 13.02.2026 Jara: 13.02.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIU3A

Tel ; +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keTopoJiak) Ta0/eTKH, AUCIEPrUpPYeMbIe B OJIOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne V2000240 O6neM cepHu " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003281195 Date of Analysis / - 13.02.2026

AHaJuTHYeCKHH oTueT No Jara anaauza

Date of Manufacture / . 01/2026 Date of Expiry / . 1212027

JlaTa mpou3BojcTBa Togen g0

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND: / Auann3z nposenen no HJI: JIII-N2(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpykuust yreepaxaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

Results / PesyabTaTsl

Specification / Hopma

Ry Test / [lokazaTtennb
Ne
Butylhydroxyanisole /
Bymuneudpoxcuarnuzon

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>)KUBaHUA MUKOB 2-
OyTHATMIPOKCUaHHU30JIa " 3-
OyTWITHAPOKCHaHM30Jla Ha  XpOMarorpaMme
HCIIBITYEMOTO pacTBopa JIOJDKHBI
COOTBETCTBOBATL  BpEMEHAM  yNEpP)KHUBAHUA
NUKoB  2-OyTwnruipoxkcuaHuzona W 3-
OyTMarnapoxcuaHuzosia Ha — Xpomarorpamme
pacTBopa CTaH/IapTHOTO obpasua
6yrunrunpokcuanuzona (pasgen «Conepxanue
OYTUIATH/IPOKCUAHHU30J1a»).

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHUAM HJJ

Conclusion : APPROVED /
3aknwyenne: OJJOGPEHO

Hara: 13.02.2026

Jara: 13.02.2026

Jara: 13.02.2026 Hara:

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shivani [Tposepeno: Rama [Tpoeepeno (AOK): |[Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE
ﬁ r Kant U)i\ Amit Kumar JHLO:
i /20:‘ NJ |
Date / Date / Date / Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jkcnpece (keToposnak) TabIeTKH, AMCIEPrHPYEMbIE B MOJIOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne 3 VIORI240 O6bem cepuu "~ 36,00,000 Tab

Analytical Repovrt No/ - 040003281195 Date of Analysis / - 13.02.2026

Ananuruyeckuii orger Ne JlaTa aHaIH3a

Date of Manufacture / - 01/2026 Date of Expiry / - 1212027

JlaTta nmpou3BoacTBa T'oxen xo

Mfg. License No. / .

TIpou3BoJCTBEeHHAS - MNB/05/263 DS b/ - JIII-Ne(004669)-(PT-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND: / Ananus nposenen mo HJ/{; JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yreepxaena: 21.04.2025

Page4 of 11/ Crp.4 u3 11

1}? Test / Ilokasartesb | Results / PesyabTaThi Specification / Hopma
3 Average weight / Cpeauss 70.6 mg / 70,6 Mr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Unif itv of weight / 2/20 tablets - not more than + 20%. /
Om e y(c) Welagcc Complies / CootBeTcTBYET 18/20 rtabnerox — He Oosee & 10 %;
RGPPSR IRl 2/20 Tabnetox — He 6onee + 20 %.
4 Disintegration time /
PacnagaemocTthb )
00 min 34 sec / 00 MuH 34 cek Not more than 3 min. / He Gosiee 3 MuH.
5 Dissolution / PacTeopenne | Unit-1 / Ta6n-1 103 % Not less than 75 % (Q) of CsH3NO3*C4H; NO;
) (ketorolac tromethamine) in 15 min. / He MeHee
9. z 1)
Unit-2 / Tabn-2 103% | 750, (Q) CisHisNOs*CiH(NO; (ketoponaxa
Unit-3 / Ta6i-3 101 % TPOMETaMHUH) yepe3 15 MuH.
Unit-4 / Ta61-4 100 %
Unit-5 / Tabn-5 104 %
Unit-6 / Tabn-6 102 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHusAM HJJ 3akmawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[NoarotosneHo: Shivani [TposepeHo: Rama [IpoBepeno (AOK): [|Onobpeno: ObecnedeHne kauecTBa/OTBETCTBEHHOE
o Kant k( Amit Kumar JIHLO: .
A /7 )
i =
Date / Date / Date / Date / ;
Jara: 13.02.2026 Jara: 13.02.2026 Hara: 13.02.2026 Hara: ‘g 1~ 20

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

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

CEPTUO®UKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IponykT: Keropoa® Dkcnpece (keToposiak) TabaeTku, AUCHEPrHPYEMbl€e B MOJI0CTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

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

Cepus Ne # V2600240 O6bem cepuu " 36,00,000 Tad

Analytical Repovrt No/ - 040003281195 Date of Analysis / . 13.02.2026

AHaguTu4ecKHii oTyer No JaTta ananaunsa

Date of Manufacture / - 01/2026 Date of Expiry / - 12/2027

JaTta nponsBojacTea I'open o

Mfg. License No. / MA number: /

IIpoussoacrBeHHast : MNB/05/263 g : JII-Ne(004669)-(PT-RU)
Homep PY

Junenzus Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / HucTpykuus yreepskaena: 21.04.2025

Page5of11/Crp.5mn3 11

i? Test / [TokaszaTennb Results / Pe3yabTaTthl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
HucnepcHocTh sieve is formed. / OOpasyercs omHOponHas
CYCTNIEH3Us, [MpOXOoAdwas CKBO3b CHUTO C
paszMepoM oteepcTHH 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuadanor

Below LOD (LOD = 0.0010%) /
Huxe npenena obnapyxenns (110

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

=0.0010 %)
KeTopoJiaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHanor KeToposaka
unidentified impurity / 0.01 % not more than 0.5 %; / ve 6ousee 0,5 %;
e/IMHUYHas
HeuAeHTU( UM POBAHHAS
npuMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa Tpumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykt cooTBeTcTBYET TpedoBaHuaM HJI 3akmiouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Shivani [Tposepeno: Rama [Tposepero (AOK): ||Omobpeno: Obecneuenye kauecTsa/OTBETCTBEHHOE
Kant Amit Kumar JIULIO: )j}\)
- _"“_,'\ (o] -
Date / Date / Date / Date / L
Jlata: 13.02.2026 Jlara: 13.02.2026 Jlara: 13.02.2026 Jlara: \ N 2L—"20¢

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: L85195AP1984PiLC004507
www.drreddys.com



Dr.Reddy’s ":'.

Dr. Reddy’s Laboratories Ltd.

Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDUKAT AHAJIM3A  Tel:+91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpece (KeToposak) Tab/1eTKH, AucneprupyemMble B N0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne V2500240 O6bem cepuu " 36,00,000 Tab
| Analytical Repourt No/ - 040003281195 Date of Analysis / . 13.02.2006

AHanuTHYecKHii oTuer No Jara anannza

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

JlaTa npon3BoacTBa T'ogen go

Mfg. License No. / MA pumber: /

IpousBoacTBeHHas : MNB/05/263 ’ : JIII-Ne(004669)-(PT-RU)

Homep PY
anneH3ns Ne

Analysis performed according ND: / Anann3s npoBexen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Ctp. 6 m3 11

i:) Test / Iloka3aTennb Results / Pe3ynbTaTsbl Specification / Hopma

8 Water content / 1.9 % Not more than 7.0 %. /
Copnep:xaHue BOabI He 6onee 7,0 %.

9 Residual solvents / OcTaTouyHble Opranuyeckye pacTBOPHTENH
Isopropyl alcohol / 14 pg/tab/ Not more than 350 pg/tab. /
H3onponaHon 14 Mkr B TabneTke He 6osee 350 mMxr B TabneTxe.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Shivani [Tposepenio: Rama [TpoeepeHo (AOK): |[Onobpeno: ObecnieueHue kauecta/OTBETCTBEHHOE
Kant Amit Kumar JULIO:
s \,Unt e /7 :
) ,
Date / Date / Date / Date /
Tara: 13.02.2026 Mara: 13.02.2026 Nara: 13.02.2026  ||Mlara: 12— 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 5060034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxcupece (keroponak) TabieTKn, AucneprupyemMbie B NoJ10cTH pra, 10 mr

Market / Peinok :Russia / Poccust

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

Cepus Ne  V2ali2nh O6beM cepuu " 36,00,000 Tab

Analytical Repourt No / - 040003281195 Date of Analysis / . 13.02.2026

AHanuTHdyeckuii oTueT Ne Hata ananuza

Date of Manufacture / . 01/2026 Date of Expiry / . 122027

JlaTa npou3BoacTBA Toaen go

Mfg. License No. / MA number: /

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

Jannensnsa Ne

Analysis performed according ND: / Ananu3 nposenen mo HJ/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepxkaena: 21.04.2025

Page 7of 11/ Ctp. 7n3 11

1}00 Test / [Toka3aTesib Results / PesyabTaTtsl Specification / Hopma

10 Microbiological purity*/ Mukpo6uosiorndeckasi Hyucrora*

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

Count / ob11ee gucio He 6onee 10° KOE/r;

a3pOOHBIX MUKPO-

OpTraHU3MOB

Total Combined Yeast and NA not more than 102 CFU/g; /

mold count / ob1mee yucno He 6osiee 102 KOE/r;

IPOMOKEBBIX U TUIECHEBBIX

rpuboB

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
OaHopoaHOCTh 35 ITokazarenb npremneMocTty (AV) nomxeH ObITh
JO3UPOBAHHBIX €AHHUIL ) He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykt cooTeeTcTBYET TpeboranusiM HJI 3aknouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toaroroinexo: Shivani [Tposepeno: Rama [Mposepeno (AOK): [|[Omobpeno: ObecnedyeHre kayectBa/OTBETCTBEHHOE
/) r Kant Amit Kumar JIHHO:
\ — e
Date / Date / Date / Date / ,
— 2072
Jlara: 13.02.2026 Jlara: 13.02.2026 Tara: 13.02.2026 Jlara: \ Ahe-E s €

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.
Formulation Unit-6

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

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon® Dkenpecc (keroposiak) Ta6JeTKH, ANCIHEPrHPYeMbIe B MOJOCTH pTa, 10 mMr

Market / Poinok :Russia / Poccus

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

Cepusn Ne i el O06nem cepun " 36,00,000 Tab

Analytical Repovrt No / - 040003281195 Date of Analysis / . 13.02.2026

AHaJIuTHYeCKHH oTUeT No Jata ananusza

Date of Manufacture / - 0172026 Date of Expiry / . 12/2007

JlaTta npon3BoAcTBa T'onen no

Mfg. License No. / MA number: /

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

nuneH3ust Ne

Analysis performed according ND: / Arajus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyknus yrsepxkaena: 21.04.2025

Page 8 of 11/ Crp. 8 n3 11

1}? Test / IlokazaTesb Results / PesyabTaThi Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.2 mg/ 10,2 Mr From 9.0 mg to 11.0 mg of
onpejaeieHue (101.8 %) CisHisNO3*C4H 1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / or 9,0 mr JI0 11,0 mr
CisHi3NO3+C4H  |INO3 (xeToponaka
TpoMeTamuH) (oT 90,0 mo 1100 % ot
3aABJICHHOTO KOJIMY€eCTBa) B TabneTke.
13 Butylhydroxyanisole 0.1003 mg/tab / Not less than 0.042 mg/tab. /
content / CoxgepxaHue 0,1003 mr B TabneTke He menee 0,042 mr B Tabnetke.
OyTUArHAPOKCHAHK30J12

Remarks : The Product confirms to ND/
[pumeuanue: [IpoaykT cooTBeTCTBYET TpeGoBaHmam HJJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
[Toarotosneno: Shivani

Checked by /
[TpoeepeHo: Rama

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

Approved by: Quality Assurance/Authorized person /
QOnobpeno: Obecneyenue xauecTsa/OTBETCTBEHHOE

Kant Amit Kumar JIHLLO:
A b . -
-
Date / Date / Date / ' Date / 3
Tara: 13.02.2026 Tata: 13.02.2026 Tata: 13.02.2026  ||Tara: YL22—2026

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
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Jkcnpece (keTopoJiak) TabieTku, AMCHEPrHpyeMble B I0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne 2000240 O0bemM cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003281195 Date of Analysis / . 13.02.2026

Ananuruuyeckuii otuet Ne JlaTa aHa/M3a

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

Jara npousBoacTBa TI'ogen no

Mfg. License No. / MA ber: /

IIpousBoacTBeHHAsN : MNB/05/263 e  JIHI-Ne(004669)-(PI'-RU)
Homep PY

auneH3ns Ne

Analysis performed according ND: / Anamus nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yrBepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 n3 11

Onucanne ynakoBkH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Ttabnetok B
6mucrepe u3  (ITA/AJI/IID ¢
Binarornornotutenaem/[15BIT)
donbru // (II3/AJT) donbru. Io
2 Gnuctepa BMECTE C JIHCTKOM-
BKJIAZIBIIIIEM B navky
KapTOHHYIO.

NN:) Test / Iloka3arenb Results / PesyabTaTh! 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. / Ilo 10 rabnerok B Gnuctepe U3
(TA/AJUTID ¢ Bnaromornotutenem/I19BII)
doseru // (IID/AJ) ¢onbru. Ilo 1 wumu 2
OnucTepa BMeECTe C JIMCTKOM-BKJIAJbIIIEM B
Na4yKy 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.
* [Ipu BhIIYCKe JIEKAPCTBEHHOTO MpenapaTa KOHTPoJIb Ka4ecTBa o noxasaresio «Mukpoduonoruyeckas
YHCTOTA» MPOBOAUTCS AJIs1 KaXKA0# 20-0ii cepum, WK 4151 OAHOI cepUH B roj, B 3aBHCHMOCTH OT TOrO, 4TO
HACTYNHT paHblle.

Remarks : The Product confirms to ND/

IMpumeuanue: IIpoaykTt cooTBeTcTBYET TpeOoBaHusM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Shivani [Tposepeno; Rama [posepero (AOK): [|Onobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE
Kant Amit Kumar JINLIO: I
g R
i '
Date / Date / Date / Date /

Jara: 13.02.2026

Hara: 13.02.2026

Hara: 13.02.2026 Jara:

Re2—2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, 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':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Ipoayxr: Keropon® Jxcnpecc (keropoaak) TabieTKH, AMCHEpPrupyeMble B 0JOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne b SOl O06beM cepun © 36,00,000 Tab

Analytical Repovrt No/ . 040003281195 Date of Analysis / - 13.02.2026

AHaJguTHYecKUui oTueT Ne JlaTa ananu3za

Date of Manufacture / . 01/2026 Date of Expiry / - 122027

JlaTa npousBojacTBa I'oxen go

Mfg. License No. / T " —

Ipou3sBoscTBeHHAs : MNB/05/263 numbober: . JIII-Ne(004669)-(PT-RU)
Homep PY

aueH3ns Ne

Analysis performed according ND: / Ananus nposeaen no HI: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Keroposaka TpomeTamMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npounspoautens ADC:

ABSH002693, ABSH002976

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH POH3BOAUTEIS
I'1d:

FESA00356, FESA00498

API Manufactured by & country /
IIpouzsoautens ADC, cTpana:

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

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

HaumenoBaHue, aapec, JUIEH3HA I
ITponssoacTBenHan miomaaka / Ilnomanka
KOHTPOJIs KayecTBa / Iliomaaka 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) /

H-p Pennu’c Jlaboparopuc JIta., Unmus, [TpousBoacTeeHHOE
nopapazaenedue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Auctpukt
Conan, X.I1., 173205, Uunus (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/

Ilpumeuanue: [Tpoaykt coorBercTByeT TpeboBanuam HJ

Conclusion : APPROVED /
3aknwyenne: OJJOBPEHO

Checked by /
[TposepeHo: Rama

Prepared by /
[TogroroeneHo: Shivani

Checked by (AQA) /
IMposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Ono6peno: ObecneyeHue kauecTpa/OTBETCTBEHHOE

Kant &ﬁ Amit Kumar JIMLo: .
il ' P8 /;q
/g) <@\“\/ /\ " & -
Date / Date / Date / Date / 1 ,
—0D_— 2.9
Hara: 13.02.2026 JHara: 13.02.2026 Hara; 13.02.2026 Jara: \ 2 24

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iyderabad - 5060034, Telangana, India
Tel: ++91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Bo . ;
Formulation Unit-6
) @
Dr.Red dy S ‘ p‘ Vili Khol, Nalagarh Road, Bacici
CEPTU®UKAT AHAJIN3A  ®:*9198166 5600102

www.drreddys.com

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

IpoayxT: Keropoa® Dxenpecc (keToposak) Tab/IeTKH, AHCIIEPrupyemMble B IOJI0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne R V260240 O6BeM cepuu © 36,00,000 Tab

Analytical Repo:’t No/ - 040003281195 Date of Analysis / - 13.02.2026

AHanuTn4yeckuii oruer Ne JlaTa aHan3a

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

Jara npou3BoacTBa I'ogen oo

Mfg. License No. / MEA, fiviilicrs ]

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

auneH3us Ne

Analysis performed according ND: / Anannz nposenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Uucrpykuus yreepxaena: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11
3akaouenue o coorBercTBuU: «HacrosmuMm 8 MOATBEpXKIAl0, YTO IIPUBEACHHAS BhIIE HHPOPMALHS SBISETCS
JIOCTOBEPHON M TOYHOHM. DTa cepusl NPOAYKIMH IIPOU3BeJeHa (BKIIOYAs yNAKOBKY (MapKHPOBKY) U KOHTPOJb
KayecrBa) Ha BBIIICYKAa3aHHOW IIPOM3BOJCTBEHHOM IUIOMAAKe (IUIOINAAKAaX) B IOJIHOM COOTBETCTBHUU C
TpeboBanusmu IIpaBun Hajxmexamedl NMpPOM3BOACTBEHHOM INPAaKTHKU EBpazsuiCKOro 3KOHOMHYECKOIO COI03a H
TpeOOBaHUSAMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEJICTB, 4 TAKXKE B COOTBETCTBHH CO CIEeUM(UKALUIMHU,
COZICPXKALIMMHUCS B PETUCTPAIIUOHHOM JOChE CTPaHBI-UMIIOPTEpA. 3allUCH 10 IPOU3BOJICTBY, YIAKOBKE U aHAIU3Y
IIPOBEPEHBI, U YCTAHOBIEHO UX COOTBETCTBHE TpeGoBaHMsAM IIpaBHi Hamsexaled IpOU3BOACTBEHHON NMPAKTHKH
EBpazuiickoro 5Kk0HOMHYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusi;n : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusm H/J 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorossneno: Shivani [Tposepeno: Rama [Tposepeno (AOK): ||Onobpeno: ObecneueHue kauectra/OTBETCTBEHHOE

A ( Kant Amit Kumar N JIHLLO:

~ &

Date / Date / Date / Date / )
Jlara: 13.02.2026 Jara: 13.022026  ||[fara: 13.02.2026  ||Mlara: ) T2 2026

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



