Dr.Reddy’s ":'.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOHUKAT AHAJIM3A Tel : +91 98166 56001-02
wiwina drreddvs.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixcnpece (keToponak) TabaeTkH, AHCHEPrupyemMbie B moJ10cTh pra, 10 mr
Market / Poinok :Russia / Pocens
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne } V2600564 O6nem cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003329914 Date of Analysis / . 25.03.2026
AHajHTHYeCKHH 0TyeT No Jara ananuza
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028
JlaTa npousBoacTBa T'ogen go
Mfg. License No. / MA number: /
IIpouseoacreennas : MNB/05/263 : . JIII-Ne(004669)-(PT-RU)
Homep PY
JMueH3ua Ne
Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Huerpykuus yreepaena: 21.04.2025

Page 1 of 11/ Crp. 1 u3 11

No . .
N Test / [TokasaTesn Results / PesyabTatsi 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. / Kpyrmble miockue
side. / Kpyrnsle miockue TabneTKu ¢ (ackoii, CBETIIO-KENTOTO LBETA C
TabneTky ¢ dackoii, ceTio- IPaBHPOBKOH «|» Ha OHOM CTOPOHE.
XEJTOro LBeTa C IPaBUPOBKOIA
«I» Ha oHOM cTopoHeE.

2 Identification / UnenTuduxauns

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®-
CIIEKTPBI MOTJIOIUEHHUS UCIILITYEMOTO PacTBOpa
pacTBopa CTaHAapTHOro obpasna KeToposaxa
TPOMETaMKHA OOJIKHEI HMETh MaKCUMYMBbI MpH
OJTHOM U TOM K€ JUTMHE BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPliOVED I
ITpumeuanue: [IpoaykT cooTBeTCTBYeT TpeboBaHusM HJI 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Yogesh [Tposepeno:Pravesh ITposepeno (AOK): LIOnoﬁpeHO: Obecneyenye kayecTBa/OTBETCTBEHHOE
Chauhan - ||Rana Amit Kumar MO i IKumk Y :
/ N2 o
Date / Date / Date/ - Date / 250220 14
JHara: 25.03.2026 Hara: 25.03.2026 Hara: 25.03.2026 Hara: =

500034, Telangans, India

Registered Office: 82537
Tel +G1 40 4900 2900, Fax:

Raad No. 3, Banjara Hills, Hyderabad

CIN: L85195AP1984PLCO0O4AS07
www drreddys.com

31404900 2999, Email: mail@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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

wwn dreeeddves cam

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

Ipoaykr: Keropoa® Ixenpece (keroposak) rabierku, AHCHeprupyemMbie B mojoctu pra, 10 mr

Market / Poinok :Russia / Pocens

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

Cepus No i V2600564 O6hem cepun *36,00,000 Ta6

Analytical Report No / 040003329914 Date of Anmalysis/ . 5 13 006

AHanuTHYecKHi oTyeT No Jara ananuza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

Jara nponssojicrea I'ogen g0

Mfg. License No. / MA number: /

NpousBoacTBennast - MNB/05/263 nmver: : JII-Ne(004669)-(PT-RU)
Homep PY

JULeH3Ha Ne

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

PIL version approved: / Mncrpykuns yrsepxaena: 21.04.2025

Page 2 of 11/ Ctp. 2 n3 11

No

Test / Iloka3aTean
No

Results / PesysibTaTn:

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 ynepXHBaHHS OCHOBHOrO IHKa Ha

XpoMaTorpamme UCIILITYEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATH BpEMEHH
YIAEPXKUBAHUA OCHOBHOTO nyKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOIO

ofpasua keTopojaka TpoMmeTamuHa (pasael
«KonyecTBEHHOE ONpeeSIeHHEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED / )
IMpumeuanne: Ipoxykt cooTBeTcTBYET TpeGoBaHuaM HJJ 3akaiouenue: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Moaroroeneno: Yogesh [Tposepeno:Pravesh [Tposepeno (AOK): |[Ono6peno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Chauhan Rana % Amit Kumar MU0 (L Kumai

Date / = Date / Date / Date / 20022004

Hara: 25.03.2026 Hata: 25.03.2026 Hara: 25.03.2026 Jara:

Registered Office: 8-2:337, Read o 3, Banjara Hills, Hyderabad - 500034, Telanganz, India

Tel 91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com
CIN: L85195AP1984P[C004507
www.direddys com




Dr.Reddy’s “!’

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

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

CEPTU®UKAT AHAJIM3A

Tel - +91 98166 56001-02

wi drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegratin
IIpoayKT: Keropoa® Dxcnpecc (keTopoak) TabJeTKH,

g Tablets 10 mg
ANCHEprHpyeMble B MOJIOCTH PTa, 10 mr

Market / PoiHOK :Russia / Poccust

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

Cepusn Ne + V2600564 O6bem cepHH " 36,00,000 Tab

Analytical Repovrt No/ . 040003329914 Date of Analysis / . 25.03.2026

AnanuTHYecKHi oTyeT Ne Jlara aHau3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npoM3BOACTBA I'ogen no

Mfg. License No. / MA number: /

IIpou3BoACTBEHHAS! : MNB/05/263 ’ . JITI-Ne(004669)-(PT'-RU)
Homep PY

aunensusi Ne

Analysis performed according ND:
QIL version approved: / MucTpykius yrsepajiena: 21.04.2025

/ Anayn3 nposefen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 3 of 11/Crp. 3 w3 11

i:) Test / [lokazaTeab Results / Pe3yibTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CoOTBETCTBYET The retention times of 2-butylhydroxyanisole and
Bymunzuopoxcuanuzon 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 YAEP)KUBAHHA TIUKOB 2-
6y THITHAPOKCUAHU3011A u 3-
GyTHITMAPOKCHAHK30Na Ha  XpOMATOrpamMe
HCIIHITYEMOTO pacTBopa JOJDKHBI
COOTBETCTBOBATh  BpeMEHaM  YACPKUBAHMA
nukoB  2-OyTunruapokcuanuzona U 3-
GYTHATMAPOKCHAHM30MA HA  XPOMATOrpaMme
pacTBopa CTaHAAPTHOTO obpasua
GyTuarHApoKcHannsona (pasien «ConepiKaHue
GyTHATHAPOKCHAHH30NA).

Remarks : The Product confirms to ND/
[pumeyanue: [1posyKT COOTBETCTBYCT TpeGosanusam HIL

Conclusion : APPROVED /
3akouenue: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/ Authorized person/
[oarorosneHo: Yogesh [posepeno:Pravesh [posepeno (AOK): Onobpeno: Obecrieuenne kayecTsa/OTBETCTBEHHOE
4 it K ;
Chauhan Rana Amit Kumar SO QUMY Euw] o
/\—/\ Co
— - LV (
Date / Date / Date / Date / Q<Y 10 )6
JlaTa: 25.03.2026 Jlata: 25.03.2026 Jlara: 25.03.2026 Hara:




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

CEPTUOPUKAT AHAJIU3A

Tel 1 +91 98166 56001-02

wwann drreddye com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® xenpece (ketoposak) TabueTku, AHCHEPrHPYEMbIe B I10JI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne § V2600564 O0bem cepun " 36,00,000 Tab

Analytical Repo:rt No/ - 040003329914 Date of Analysis / . 25.03.2026

AnannTuyeckmii oruer Ne JlaTa ananusa

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

Jara npousgoacrea T'ogen no

Mfg. License No. / MA ber: /

Ipou3sBoacTBeHHAS : MNB/05/263 fumber: : JITI-Ne(004669)-(PT-RU)
Homep PY

JuneHn3ua Ne

Analysis performed according ND: / Ananus nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyknus yreepsikaena: 21.04.2025

Page 4 of 11/ Ctp. 4 m3 11

iﬂo Test / IlokazaTenn Results / PesynabTaThl Specification / Hopma
3 Average weight / Cpeanss 70.0 mg /70,0 mMr 672mg to 728mg (70.0mg = 4.0%). /
Macca Ot 67,2 mr o 72,8 Mr (70,0 mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Uniformity of weight / 2/20 tablets - not more than + 20%. /
Om ormity of welg Complies / CooTBeTCTBYET 18/20  Tabnetrok — me OGomee =+ 10 %;
AHOPOAHOCTE MACCBI 2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time /
Pacnanaemocts )
00 min 31 sec / 00 muH 31 cex Not more than 3 min. / He Gosee 3 Mus.
5 Dissolution / PacTBopenue Unit-1/ Ta6a-1 102 % Not less than 75 % (Q) of C;sH3NO3°C4H;NO3
. (ketorolac tromethamine) in 15 min. / He menee
_ o,
Unit-2 / Tabn-2 99 % 75% (Q) CisHisNO3+C4H; NO; (xeroponaka
Unit-3 / Ta6n-3 99 ¢, TpOMETaMHUH) yepes 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 100 %
Unit-6 / Ta6n-6 100 %

Remarks : The Product confirms to ND/
Ilpumeuanue: IIponykT cooTBeTCTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akaovyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarororneno: Yogesh IIposepeno:Pravesh  [|[Iposepeno (AOK): [[Onobpeno: Obecneuenne kadecTBa/OTBETCTBEHHOE
Chauhan Rana j/ Amit Kumarr_/A IO fymit Rurtan_

Date / Date / Date / Date / A 0240 26

Jlara: 25.03.2026 Hara:; 25.03.2026 Hara: 25.03.2026 JlaTa:

Registered Office: 8-2-337, Road Na, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +07 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOC4507
www,drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

Tel : +91 98166 56001-02

Al enm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Dkcnpece (xeTopoak) TabJaeTKH, AHCHeprupye

Mbl€ B IOJIOCTH pTa,

10 mr

Market / PeIHOK :Russia / Poccust

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

Cepus Ne 1 V2600564 O6neM cepHu * 36,00,000 Tab

Analytical Repourt No/ . 040003329914 Date of Analysis / . 25.03.2026

Ananutnyeckuii oTyer N2 Jlara anajm3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npOH3BOJCTBA T"open o

Mfg. License No. / MA ber: /

IIpou3BOACTBEHHA - MNB/05/263 number: . JITI-Ne(004669)-(PT-RU)
Homep PY

Juuensus Ne

Analysis performed according ND:

/ Ananu3 nposesen no HJL: JITI-N2(004669)-(PI'-RU)-190224
PIL version approved: / UneTpyKuHst yTBEPAACHA. 21.04.2025

Page 50f 11/ Crp. Su3 11

N . .
Ng Test / [lokaszaTenb Results / Pe3yibTaThl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a 710 pm
JMCIepCcHOCTD sieve is formed. / OOpasyeTcss OIHOpPOAHAA
CyCmeH3us, MpOXOfduwas CKBO3b CHTO €
pazMepoM OTBepCTHH 710 MKM.
7 Impurities / Iipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcrHaHaIor

Below LOD (LOD = 0.0010 %)
/ Hurke npejiena o0HapyXeHAA
(I10 = 0,0010 %)

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

—|

KeToponaka
1-keto analog of ketorolac / 0.12 % 1ot more than 0.8 %; / e 6onee 0,8 %;
1-KeToaHaIor KETOpOoJiaKa
unidentified impurity / 0.02 % 1ot more than 0.5 %; / e Gonee 0,5 %;
eMHUYHAsA
neupeHTHGUUUPOBAHHASA
puMech
total impurities / 0.1 % ot more than 1.0 %. / ue Goxnee 1,0 %.
cymMma npumeceii
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IposiyKT COOTBCTCTBYCT tpeGosanusm HJ{ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[onrotosneHo: Yogesh [Mposepeno:Pravesh [Tposepero (AOK): Onobpeno: ObecrieueHne kauecTBa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar o NHLO: \Q bt U K UmRTL
{
Date / Date / Date/ Date / 2074606
Jlata; 25.03.2026 Jlara; 25.03.2026 Jlata: 25.03.2026 Jara: -

www.drreddys.com



Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

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

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

Tel: +91 98166 56001-02

|
yr el roed iy ge
T

com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpece (keroposnak) Tabaerkn, AucneprupyemMselie B moJjoctu pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepusa Ne d V2600564 Oo6bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003329914 Date of Analysis / - 25.03.2026

AHAJTHTHYECKHI oT4eT No Jara anannsa

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

Jata npoussoacrea TI'open no

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 ’ 1 JIII-Ne(004669)-(PT-RU)
Homep PY

JIHeH3us No

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

PIL version approved: / UncTpyknus yrBepaena:

21.04.2025

Page 6 of 11/ Ctp. 6 n3 11

iﬂo Test / [Tokasaresnb Results / PesyasTatbl Specification / Hopma

8 Water content / 1.9 % Not more than 7.0 %. /
CogepxaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHHYecKHe PacTEOPUTETH
Isopropyl alcohol / 3 pgf/tab/ Not more than 350 pg/tab. /
Hzonponanon 3 MKr B TabneTke He 6onee 350 mkr B TabieTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / |
IMpumeuanne: IIpoaykT coorBeTCTBYET TpeboBanmam HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MTonrotorneHo: Yogesh ITposepeHo:Pravesh IIposepeno (AOK): |[Omobpeno: O6ecneuenne kauectsa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar AHLLO: ) o
r-/l Sumr G KUW’/QQ

/ - ,1 |-'\"?
Date / Date / Date / Date / 2C-2-2004b
Hara: 25.03.2026 Hara: 25.03.2026 Hara: 25.03.2026 Hara:

Registerad Gffice: 82257, Road N
Tal: 497 40 4900 2900, Fax:

Cing: |

13, Banjara Hills, Hyderabad - 500034, Telangana, India
19140 4900 2999, Email: mail@drreddys.com
85195AP1984PLCO04507
www, direddys.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

CEPTHDOUKAT AHAJIU3A Tel : +91 98166 56001-02
== = = e A irreddys com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Ikenpece (kero poiaK) TabJjeTku, IHCNepPrupyeMbie B oJ10cTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne V2600564 O0Bem cepun " 36,00,000 Tab
ﬁnalytlcal Repourt No / . 040003329914 Date of Analysis / © 25.03.2026
HAJIUTHYECKHIi 0TueT No Jara ananuza
Date of Manufacture / ) Date of Expiry / .
Jara npousBoacTea + 03/2026 Topen go v 0272028
Mfg. License No. / MA ber: /
MpouseoacTrenuas : MNB/05/263 1 ““’;ye“ : JITI-Ne(004669)-(PT-RU)
Juen3usa No omep
Analysis performed according ND: / Ananns nposefen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yreepsxaena: 21.04.2025

Page 7 of 11/ Ctp. 7 u3 11

Tei: +971 40 4900 2208, Fax

ig Test / ITokasaTenn Results / PesyasTaTsl Specification / Hopma

10 Microbiological purity*/ Mukpo6uonorudeckas uncrora*

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

Count / o61mee yucno He 6osee 10° KOE/r;

a3pOOHBIX MUKPO-

OpPraHu3MOB

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

mold count / ob1wee yucno He 6onee 102 KOE/T;

JPOMOKEBBIX U ILIECHEBBIX

rpudos

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

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OgnopoaHocTh 46 IMokaszatens npuemiiemoctu (4¥) nonxeH GbITh
O3HPOBAHHBIX eAHHHIL ) He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanmue: IIpoaykT cooTBeTcTBYET TpeGoBaHuaM HJT 3aknwouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Moarotosneno: Yoggsh ITposepeno:Pravgsh [Tposepeno (AOK): ||Ono6peno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JIMLO: "

g { 2 LRIt Kumpr

il ' N2 &
Date / Date / Date / Date / A CA2-L0YE
Hara: 25.03.2026 Jlara: 25.03.2026 Hata: 25.03.2026 Hara: - ~
flegisterad Offica: 8. 2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India

- +91 40 4900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

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

CEPTHUO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

s Arvarlelue porn
E =y

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

Ipoayxr: Kero poa® Jxenpece (keToposiak) TabJCeTKH, MCIEPTHPYE

Mblé B 0JI0CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepusa Ne ' V2600364 O06beM cepHH " 36,00,000 Tabd

Analytical Repovrt No / - 040003329914 Date of Analysis / . 25.03.2026

AnanuTHyecknit oruer Ne JlaTa aHaau32

Date of Manufacture / . 03/2026 Date of Expiry/ . 02/2028

JlaTa mpoH3BOACTBA I'open no

Mfg. License No./

TponsBofCTBERHAS . MNB/05/263 MA number: / . JIII-No(004669)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND:

/ Anaan3 nposenen no HJL: JITT-Ne(004669)-(PT-RU)-190224

PIL version approved: / MHCTPYKIHS yTBEPKICHA: 21.04.2025

Page 8 of 11/ Crp. 8 u3 11
i.g Test / Iloka3zaTenb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KonndecTBeHHOE 9.9 mg/9,9 Mr From 9.0 mg to 11.0 mg of
onpepeeHue (99.5 %) CysH3NO3+C4H | NO;3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Ot 9,0 Mr i) 11,0 Mr
Ci5H13NO3+C4H1/NO3 (xeToponaka
tpomeramun) (ot 90,0 1o 110,0 % ot
3aBAEHHOTO KOMHUECTBa) B TabneTke.
13 Butylhydroxyanisole 0.1006 mg/tab / Not less than 0.042 mg/tab. /
content / Copnepxkanue 0,1006 mr B TabneTKe He menee 0,042 mr B TabneTke.
Oy THJIrHPOKCHAHH301A

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

Mpumeuanue: [IPOAYKT COOTBETCTBYCT tpeGoanusam HJL Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonroTossneno: Yogesh INposepeno:Pravesh Iposepero (AOK): Ono6Gpeno: ObecneyeHne kauecTBa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar/\ JIHLO; Qs KymARL

Date / Date / Date/ Date / 7. 50902 &

Jlata: 25.03.2026 Jlata: 25.03.2026 Jlata: 25.03.2026 Jara:




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

spr dlepiddye rom
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg '
Ipoaykr: Keropoa® Dxcnpece (keTopoaak) TabieTKu, AUCHEPrHPYeMbIe B 110/10CTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepust No k V2600564 O0bem cepun " 36,00,000 Tab
Analytical Repo‘}‘t No/ - 040003329914 Date of Analysis / - 25.03.2026
AHajquTHYecKHii 0TyeT Ne Jara ananauza
Date of Manufacture / ) Date of Expiry / ]
JaTa npousBoacTsa -+ 03/2026 I'open no  02/2028
Mfg. License No. / MA ber: /
I pouspoacTeennas : MNB/05/263 number: : JII-Ne(004669)-(PT-RU)

Homep PY

JuneH3usa Ne
Analysis performed according ND: / Ananus nposexen no HJL: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yreepaaena: 21.04.2025

Page 9 of 11/ Crp. 9 3 11

foil.

Omuctepe

desiccant/HDPE) foil // (PE/AL)
2 Dblisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
(TTA/AJI/TID
Braronornorutenem/[IOBIT)
¢oneru // (II2/AJT) ponsru. Ilo
2 baMcrepa BMeCTe ¢ JIMCTKOM-
BKJTA/IbIIIIEM
KapTOHHYIO.

H3

B

nayKy

}? Test / IlokazaTesn Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne ynakoBkH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / Ilo 10 TaGnetok B GnucTepe u3
(ITA/AJVTI3 ¢ Bnaromornotutenem/IT3BIT)
doneru // (II3/AJ]) Goneru. Mo 1 wim 2
Omuctepa BMECTE ¢ JHMCTKOM-BKJIAJIBIIEM B
134Ky KapTOHHYIO.

c

* 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.
* IlpM BbINyCKe J1IEKAPCTBEHHOr0 MPENapaTa KOHTPOSIb KAYeCTBA M0 MOKa3aTeTIo «Muxkpo6uosiornueckas
HHCTOT2» MPOBOAUTCH ISl Kax0ii 20-0¥ cepuu, WM AJIS1 OAHOIL CEPHH B rojl, B 3aBUCMMOCTH OT TOT0, YTO

HACTYIHUT paHblle.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / )
ITpumeyanne: [TpoaykT cooTBeTCTBYET TpeGoBanuam HJT 3akmouenue: OJJOBPEHO

Prepared by / Checked by / [Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrotosnexo: Yogesh ITpoeepeno:Pravesh IIposepeHo (AOK): ||Omobpeno: O6ecneuenue kauyecta/OTBETCTBEHHOE
Chauhan . Rana Z Amit Kumar'_/'h NHLO: LumiC Kumpg

Date / Date / Date / Date / A - 216

Jlarta: 25.03.2026 JHara: 25.03.2026 JlaTa: 25.03.2026 Jara: . ’

Registered Office: ¢

337, Road Ma

3, Banjara Hills, Hyderabad

500034, lelangana, India

Tol- <91 40 4000 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLCO0AS0T7

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.i, 173 205, INDIA

CEPTHOUKAT AHAJIM3A

Jel: +91 98166 56001-02

wivw drreddys . com

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

Ipoaykr: Keropoa® Drenpece (keroponax) tabaerxu, ANCHePrupyemMbie B N0J0cTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne i V2600564 Obbem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003329914 Date of Analysis / . 25.03.2026

AHaJIMTHYeCKH# oTueT Ne Jarta anaausa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

Jarta npoussogcrsa T'osen no

Mfg. License No. /

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

JHueH3usa No

Analysis performed according ND: / Ananun3 nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

PIL version approved: / Uuctpykuus yreepxaena: 21.04.2025

Page 10 of 11/ Ctp. 10 u3 11

API name / HanmenoBanne APC:

Ketorolac tromethamine / Keroponaka Tpomeramun

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

TJIdD:

Homep cepun npoussoanrens ADC: ABSHO002977
FP Manufacturer APT Batch number /
Homep cepun cyOcTannuu npon3poguTes FESA00499

API Manufactured by & country /
Ipoussoaurens ADOC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGopatopuc Jita., Unaus

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

HaumenoBanue, apec, TMueH3 s Qs
IIpounzpoacTBenHas niomaaka / Iltomaaka
KOHTpoJs kavecTsa / Ilnomanka Boimycka

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 JlaGopatopuc JIta., Unaus, [poussoacTeeHHOE
noapasnenenue-6, Bunn. Kxons, Hanarapx Poyn, Banau, Juctpukr
Conan, X.I1., 173205, Unaus (nuueHsus 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 N]57

ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeGoBaHuaM HJT

Conclusion : APPROVED /
3akmwuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ”Approved by: Quality Assurance/Authorized person /
[ToaroroeineHo: Y})gesh [Tpoeepeno:Pravesh ITposepeno (AOK): [|Onobpeno: O6ecneuenue kauecTra/OTBETCTBEHHOE
Chauhan V4 Rana Amit Kumar TILIO: QURL  Kuetpe
; '/\ r N J
ol -l 4]
Date / Date / Date / Date / LN-02 — 028,
Hara: 25.03.2026 Hara: 25.03.2026 Hara: 25.03.2026 Jara:

Registarag Office: S»23587

fell 291 40 4900 2800, Fax

(ol &

Romd

3, Barjara Hills, lyderabad - 500034, Telangana, India
404900 2999, Email: mail@drreddys.com
SAP1984PLCOD4S07

wvave clrreddys.com

No




Dr. Reddy's Laboratories Ltd.

[ X3
DI". ReddY’S ‘.... Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS D=t Solan, H.P., 173 205, INDIA
CEPTU®UKAT AHAJIU3A Tel - +91 98166 56001-02

i drepdidys com

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

Ipoaykr: Kero poa® Dkcnpece (keToposiak) TabJeTKH, HCHeprupyem pié B 10JIOCTH pTa, 10 Mmr

Market / PoiHOK :Russia / Poccust

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

Cepusi Ne : V2600564 O6bem cepui " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003329914 Date of Analysis / . 15.03.2026

AHaauTHYecKuil oTdeT No JlaTa aHAJIM32

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa npoH3BOACTBA T'oaen a0

Mfg. License No. / .

TIpom3BOACTBEHHAS - MNB/05/263 MA pumber: / . JITI-N2(004669)-(PT-RU)
Homep PY

aunensus Ne

Analysis performed according ND: / Ananns nposenes no H/L: Jﬂ'[—Ng(004669)-(PF-RU)-190224

PIL version approved: / HucTpykuns yTBepAviena: 21.04.2025

Page 11 of 11/ Ctp. 11 1311
3aKouenne 0 cooTBeTeTBHH: «HacTosyM 5 TOATBEPRKIAIO, HTO NpHBENEHHAs BBILE HH(BOPMALS SBIACTCA
JoCTOBEpHON ¥ TOYHOH. DTa cepys MPOAYKIHH npon3sesicHa (BKiOvas yNaKOBKY (MapKMpOBKY) H KOHTPOID
KAYECTBA) HA BBIIEYKA3aHHOH TIPOM3BOJICTBEHHON ILIOLIA/IKE (IromaaKax) B TOJHOM COOTBETCTBHM C
tpebopanusivu [1paBun HaJUTeKALICH TPOH3BOJICTBEHHON IPaKTHKH EBpasniickoro 5KOHOMHYECKOro COro3a H
TpeGOBAHHMSIMH KOHTPOJIS KauecTBa JICKapCTBEHHEIX CpEJICTB, @ TaKkKe B COOTBETCTBHH CO crniet(pUKaLsIMHA,
COZIePKALIAMHECS B PETHCTPAMOHHOM J10ChE CTpaHBI-AMIIOpTEpa. 3amuCH N0 NPOU3BOJCTBY, YIaKOBKE M aHaJU3y
pOBEPEHBI, # YCTAHOBJICHO MX COOTBCTCTBUC tpeGosannsaM lIpasui HazUIeKaleit MTpoU3BOICTBEHHOH TPAKTAKH
EBpasuiicKoro 5KOHOMHYECKOr0 COK03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
[Mpumeyanue: HposyKT COOTBETCTEYCT tpeGosanuam HIL 3akmiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
onrotopneHo: Yogesh ITposepeno:Pravesh Tposepeno (AOK): OnoGpeno: ObecrieueHue kadecTBa/OTBETCTBEHHOE
Chauhan Rana i Amit Kumar . JHLO: g Ul L Ky i
)\“"// <v\‘
Date / Date / Date / ' Date / ) g/o‘};,\/O 4
Jlara: 25.03.2026 TlaTa: 25.03.2026 Jlara: 25.03.2026 Jara:




