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

CEPTHOUKAT AHAJIU3A Tel : +91 98166 56001-02

wiwwe drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropoa® Dxenpece (KeToponax) TabaeTkH, IMCNeprupyemMoie B MoJoCcTH pra, 10 mr

Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepust Ne # V2600565 O6nem cepuu ~ 36,00,000 Ta6
Analytical Repo:‘t No / - 040003332812 Date of Analysis / - 25.03.2026
AHaJTHTHYECKHIT oTYeT No Jdara ananuza
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

ATA NPOH3BOICTBA TI'ogen no
Mfg. License No. / MA number: /
Ipon3BoacTBeHnas : MNB/05/263 fumpber: : JITI-Ne(004669)-(PT-RU)

Homep PY

JIHIEH3HS Ne

Analysis performed according ND: / Ananus nposesxen no HJ/: JII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yrepaena: 21.04.2025

Page 1 of 11/ Crp. 1 u3 11

No . .

No Test / [TokazaTtesp Results / Pe3yabTaTbr 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. / Kpyrisie miockue
side. / Kpyrnble miockue TabaeTkH ¢ ackoif, CBETIO-kKENTOro LBeTa ©
TabeTkH ¢ dackoi, ceeTno- IPaBUPOBKOU «I» Ha OHOIt CTOpOHE.
XKEJITOTO UBETA C TPaBUPOBKOM
«I» Ha oxHOI1 cTOpPOHE.

2 Identification / UgenTunduxanus

Ketorolac / Kemoponax

Complies / CootsercTByeT

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V®-
CIIEKTPhI NOTTIONIEHMS MCTILITYEMOTO PACcTBOpA U
pacTBopa CTaHOapTHOro obpasla KeTopoJiaka
TPOMETaMHHa JO/DKHBI UMETh MakCHMYMbl NpH
OTHO¥ H TOH € JUIMHE BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/

Mpumeuanue: [Tpoaykr cooTBeTcTBYET TpeGoranuam HJI

Conclusion : APPROVED /
3akmioyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[HonroroeieHo: Yogesh [Tposepeno:Pravesh Ilposepeno (AOK):  [[Ono6peno: OGecneuenne kauecTra/OTBETCTBEHHOE
Chauhan Rana 4 Amit Kumar THUO: (Uil KU A
e ".'-P—\ ~ )
/ /\ — (v
Date / Date / Date / Date / 2T L026
Jara: 25.03.2026 Mara: 25.03.2026 Hara: 25.03.2026 Jlara:




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIA3A

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

wiwvdreaddys. cam

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

Ipoaykr: Keropoa® Dxenpece (xeToposak) TabneTKH, ANCHEPrHPYEMbIE B N0JI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne B V2600565 O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003332812 Date of Analysis / . 25.03.2026

AHanuTHYecKHi oTueT Ne Jara anannza

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

Hara npoussoacrea I'oxen o

Mfg. License No. / .

IponsBoacTBennas : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-RU)
Homep PY

Janensus Ne

Analysis performed according ND: / Ananus nposeaex nmo HJI: JIII-N2(004669)-(PI'-RU)-190224

PIL version approved: / Unerpykuus yreepaena: 21.04.2025

Page 2 of 11/ Crp. 2 3 11

No

N Test / ITokaszaTenn

Results / PesyabTaTh!

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 ymepKuBaHWs OCHOBHOTO NMKA Ha

XpoMaTorpamme HUCTIBITYEMOTO pacTBopa
IOJIKHO COOTBETCTBOBATh BpPEMEHHU
YIEpKHBaHHA OCHOBHOTO NMKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHOapTHOIO

obpasua KeTopojaka TPOMETaMUHA (pasmel
«KosnuuecTBeHHOE Onpeneienuey).

Remarks : The Product confirms to ND/

Ilpumeuanmne: Iponykr cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3aknwyenne: OJOFPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: Yogesh [Tposepeno:Pravesh [Tposepeno (AOK): L Onob6peno: ObecnieueHune KaQGCTBa/OTBeTCTBeHHOG
Chauhan 7, Rana Amit Kumar L Jowic Ky~ an_
. A
/ — ¢
Date / Date / Date / Date / 2670 %024
Jara: 25.03.2026 Mara: 25.03.2026 JHara: 25.03.2026 JlaTa:

Registered Office: 8:2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel +9 L 40 4500 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC0O04507
www.drreddys.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

CEPTHOHKAT AHAJIM3A

Tel: +91 98166 56001-02

wriaiinr Arratledve coum

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece ( KeTOP0JaK) Tab/IeTKH, AHCIepPrupyeMbie B M0JI0CTH pra, 10 mr

Market / Peinok :Russia / Poccus

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

Cepust Ne § V2600565 Oo6bem cepun " 36,00,000 Ta6

Analytical Repourt No/ - 040003332812 Date of Analysis / . 25.03.2026

AHaauTHYecKkHit oTYeT No Jarta ananuza

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

Hata npoussoacrsa I'onen 1o

Mfg. License No. / MA ber: /

Ipou3BoacTReHNAs : MNB/05/263 numboer: : JII-Ne(004669)-(PT-RU)
Homep PY

Jinuen3ust No

Analysis performed according ND: / Ananus nposeaex no HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuns yraepaaena: 21.04.2025

Page 3 of 11/ Crp. 3 n3 11

Results / PesyabTaTht

Specification / Hopma

No Test / ITokazaTtenn
Ne
Butylhydroxyanisole /
Bymuneuoporxcuarnuzon

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 YIACpP)KHBAHUA [TMKOB 2-
OYTHITMAPOKCHAHN301a U 3-
OYTHIrMAPOKCHAHH30/la Ha XpOMaTorpamMe
HCIIBITYEMOrO pacTBopa JOJDKHBI
COOTBETCTBOBAaTh ~ BPEMEHAM  yHEp)KHBAHHA
NUKOB  2-OyTUITHApOKCHAaHW3ONA WU 3-
OYTWITMADOKCHAHH30JIa HAa  XPOMAaToOrpamme
pacTBopa CTaHAPTHOTO obpasua
Oyrtunruapokcuanusona (pasnen «Coaepxanue
OyTHITHIPOKCHAHU3O0TIA).

Remarks : The Product confirms to ND/
Mpumeuanue: IponykT coorsercTByeT TpeGoanuam HJl

Conclusion : APPROVED /
3akmoyenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Moaroroeneno: Yogesh Iposepeno:Pravesh I[Tposepeno (AOK):  [|Opobpeno: O6ecneuenue kauectBa/OTBETCTBEHHOE
Chauhan / Rana Amit Kumar JIMLIO: QUL KUMAD
A R ~
/ /\' " _G\/’
Date / Date / Date / Date / 288X 2026
Jara: 25.03.2026 Hara: 25.03.2026 Hara: 25.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
) Tel: +G1 40 4900 2900, I'ax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: .85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

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

wivw dleraddvs com

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

IIpoaykT: Keropoa® Dkenpece (xeToposiak) Tabaerkn, Aucneprupyemsie B moJ10ctu pra, 10 mr

Market / Puinok :Russia / Poccus

Batch No / Batch Quantity / 36,00,000 tab /
: 5 PG

Cepus Ne V2600565 O6bem cepun ' 36,00,000 Tab

Analytical Report No / ) Date of Analysis / .

AnanuTuyeckuii oryer Ne 040003332812 Jara anannsa + 25.03.2026

Date of Manufacture / . Date of Expiry / i

Jlara npoussoacrea #03/2026 I'onen go R 02/2028

Mfg. License No. / MA ber: /

Ipom3BoxcTEeHHas : MNB/05/263 o ““‘l‘,‘yer' : JIIT-Ne(004669)-(PT-RU)

JHnen3us Ne omep

Analysis performed according ND: / Anains nposexen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuus YTBepaiena: 21.04.2025

Page 4 of 11/ Crp. 4 n3 11

N
NOO Test / [lokasaTtesn Results / PesyasTaTst Specification / Hopma
3 Average weight / Cpeausisn 69.2 mg /69,2 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
Mmacca Ot 67,2 Mr 510 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%. /
o ;m l(:l H);O_”’ c18 bt Complies / CooTBeTcTBYET 18/20  Ttabmetok — He Gomee + 10 %;
AHOPOAHOCTE Macch 2/20 Tabnerok — He Gonee + 20 %,
4 Disintegration time /
Pacnagaemoctn )
00 min 29 sec / 00 muH 29 cek Not more than 3 min. / He 6onee 3 mumn.
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99 % Not less than 75 % (Q) of C;sH;3NO3*C4H, NO;
: (ketorolac tromethamine) in 15 min. / He menee
Unit-2 / Tabn-2 9% 75% (Q) CisHisNOs*C4H;NO; (keroponaka
Unit-3 / Ta6n-3 100 % TPOMETaMHMH) uepe3 15 MuH.
Unit-4 / Tabn-4 102 %
Unit-5 / Tabn-5 102 %
Unit-6 / Ta6n-6 99 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cootBeTCTBYET TpeGoBaHMAM HJL 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IToarorosneno: Yegesh [Iposepeno:Pravesh [Tposepeno (AOK): ||OnoGpeno: Obecneuenye xauecTBa/OTBETCTBEHHOE
Chauhan Rana Z Amit Kumar JIUIO: \g Ol Kump 0

G .

- ’,,.Q\%

Date / Date / Date / Date / 2 CDYLO ) (
Hara: 25,03.2026 Jara: 25.03.2026 Hara: 25.03.2026 Hara:

Resistared Office: 82-337, Road Na. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
) Tel: 91 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com

CIN: 1.85195AP1984PLCO04507
www.drreddys.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

CEPTUDUKAT AHAJIH3A

Tel 1 +91 98166 56001-02

www drreddys.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropoa® Ikenpece (keTopoaak) TabaeTKH, JHCIEPrUpyeMbie

B M0J10CTH pTa, 10 M1

Market / Poinok :Russia / Poccus

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

Cepus Ne + V2600565 Ob6nem cepun ©36,00,000 Tab

Analytical Repovrt No / - 040003332812 Date of Analysis / . 25.03.2026

AHaJIHTHYeCKHI oT4yeT Ne Jara anannza

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

Jarta npoussoacrea I'ogen no

Mifg. License No. / MA ber: /

TpousBoacTBenHas : MNB/05/263 number: : JII-Ne(004669)-(PT-RU)
Homep PY

JiHneH3usa Ne

Analysis performed according ND: / Anann3 nposeaed no HJL: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mncrpyxuus yreep:kaena: 21.04.2025

Page 5 of 11/ Crp. S u3 11

N . .
Noo Test / IlokasaTens Results / PesyanTaTh! Specification / Hopma
6 Particle size distribution / Complies / CootreTcTRYET A uniform suspension passing through a 710 pm
ducnepcHoctn sieve is formed. / O6pasyercs ommopommas
CYCTICH3MS, TpPOXOAAlIAs CKBO3b CHUTO C
pasMepoM oTBepcTuif 710 MxM,
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-rugpokcuananor
KeTopoJaka

Below LOD (LOD = 0.0010 %)
/ Huxe npenena oGHapyXeHUs
(IO = 0,0010 %)

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

1-keto analog of ketorolac /
1-keToaHanor KETOpOJIaKa

0.06 %

not more than 0.8 %,; / ne 6onee 0,8 %;

unidentified impurity /
€IUHUYHAs
HEUICHTHGULIMPOBaHHAs
NpUMECH

0.01 %

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

total impurities /
cymma npumeceit

0.1%

not more than 1.0 %. / ve 6onee 1,0 %.

Remarks : The Product confirms to ND/

ITpumedanne: [ponykT cootBeTcTBYET TpeboBaHuam HJJ

Conclusion : APPROVED /
||3axai0ucnne: OOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
I'lonromlsne;m:/ngesh IIpoepeHo:Pravesh [Iposepeno (AOK): [|Oaobpero: Obecneuenne kauecTBa/OTBETCTBEHHOE
; itK JIALO:
Chauhan Rana Ami urna(r_/\ n QuRiL Kumn 0
7 =T ,/( v
Date / Date / Date / Date / 2D LOLE
Jara: 25.03.2026 Jlara: 25.03.2026 Hara: 25.03.2026 Jara: .

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

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

CEPTUPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

wisial dereddue £OM

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpece (KeTopoiak) TabJieTKH, AHCNEePripyemMbie B OJIOCTH PTA, 10 mr

Market / PoiHoK :Russia / Poccus

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

Cepusi No : V2600565 O6bem cepun " 36,00,000 Tab

Analytical Repourt No / . 040003332812 Date of Analysis / . 95.03.2026

AHanuTHYecKHil oTyeT Ne Jlara aHaju3a

Date of Manufacture / . Date of Expiry / :

JlaTa npoH3BOACTBA + 03/2026 Toaen g0 : 02/2028

Mfg. License No. / MA ber: /

IIpoN3BOACTBEHHAS - MNB/05/263 number: . JITI-Ne(004669)-(PT-RU)
Homep PY

Juuensusa Ne

Analysis performed according ND: / AHa1u3 npoBeJ€H 10 H: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpyKuus yreepiaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

NN:) Test / [lokasaresib Results / PesynbTathl Specification / Hopma

8 Water content / 20% Not more than 7.0 %. /
CogaepixaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OPraHn4ecKHe pacTBOPHTEIN
Isopropyl alcohol / 18 pg/tab/ Not more than 350 pg/tab. /
H3zonponaHon 18 mkr B TabneTKe He Gonee 350 MKr B TabNeTKe.

Remarks : The Product confirms to ND/

Hpumeuanue: [IpoayKT COOTBETCTBYET tpeGosanuaM HJL

Conclusion : APPROVED /
Zaxmouenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: Yogesh [Mposepeno:Prayesh Tposepeno (AOK): Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE

# it K ¥
Chauhan Rana /f Amit Kumar JIHLLO f RS Furanr

l‘/k :
= ()

Date / Date / Date / Date / 9 0120 AN
Jlara: 25.03.2026 Jara: 25.03.2026 Jlata: 25.03.2026 Jata:

www.drreddys.com




Dr.Reddy’s €3¢

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

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

CEPTUOUKAT AHAJIU3ZA Tel: +91 98166 56001-02

v drreddys rom

Product : Ketorol Express (ketorolac
poaykr: Keropoa®

) Orally Disintegrating Tablets 10 mg
Ikcenpece (KeTOPoaaK) TabaeTKH, THCIEPrHPYeMbIe B MOJIOCTH pra, 10 Mmr

Market / Poinok :Russia / Poccus

B o s o seooona
A e R L L rep
Eﬁzzfpﬁf;‘;;a:::;e/ £ 03/2026 ?g;g:;f"piry’ © 02/2028
11\1455}15;311?31:;};3 : MNB/05/263 }1‘;[;’]‘" 'e‘l‘)"l',‘i’,"“/ : JITI-Ne(004669)-(PT-RU)
JuueH3us Ne

Analysis performed according ND:
PIL version approved:

/ Anamus nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224
/ Muerpykuus yreepsxaena: 21.04.2025

Page 7 of 11/ Ctp. 7 u3 11

N

.N':) Test / [Tokasatenn Results / PesyabTatst Specification / Hopma

10 Microbiological purity*/ Mukpo6uosornueckas uncrora*

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

Count / ob1mee yucno He Gonee 103 KOE/r;

a3p0OHBIX MHKpO-

OpPTraHU3MOB

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

mold count / o61ee 4ucio He 6onee 102 KOE/T;

JIPOXCOKEBBIX U TUIECHEBBIX

rpuéos

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
OaHoponHocTh 46 ITokazarens npuemnemoctu (4V) nomkeH 6biTh
NO3UPOBAHHBIX eNMHHUIL ) He Gostee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / l
Ilpumeuanne: ITponykt coorercTBYeT TpeGoBanmuam HJJ 3akuwouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
IMonrororneno: Yagesh ITpoeepeno:Pravesh Iposepeno (AOK): |[OnoGpeno: O6ecneuenue kauecta/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JTHLO: ‘
o~ (oML Kumipr

I\ — ____< v~ l
Date / Date / Date / Date / AS0L-202 4
Hara: 25.03.2026 Hara: 25.03.2026 Hata: 25.03.2026 Jara:

Registered Office: 8-2:337, Road No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L25195AP1984PLCO04507
wwwdrreddys,com




Dr.Reddy’s

1

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

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 drreddvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dkenpece (keToponak) TabaeTku, ANCHEPripyeMble B NoJocTH pra, 10 mr

Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne # V2600565 O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003332812 Date of Analysis / . 95032026
AHaJHUTHYECKHH oTUeT No Jara ananausa
Date of Manufacture / - 03/2026 Date of Expiry / - 02/2008

ATa NPOH3BO/ICTBA I'onen go
Mfg. License No. /
IpousBoacTBeHHAs : MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-RU)

Homep PY

JneH3us No

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Unerpykuus yreepxaena: 21.04.2025

Page 8 of 11/ Crp. 8 u3 11

NN:) Test / [Tokazarenn Results / PesyapTaTsl Specification / Hopma
12 Assay / KonnuecTBenHoe 10.0 mg /10,0 mMr From 9.0 mg to 11.0 mg of
onpegejieHHue (100.4 %) CisH13NO3*C4H|1NO;3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 mMr o 11,0 Mr
CisH13NO3+C4H(NO; (xeToponaka
TpometramuH) (ot 90,0 mo 110,0 % ot
3asBJIEHHOTO KOJIMYECTBA) B TAOJIETKE.
13 Butylhydroxyanisole 0.0972 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0,0972 mr B TabneTke He menee 0,042 mr B TabneTke.
OyTHArHAPOKCHAHM30JIA

Remarks : The Product confirms to ND/
[Ipameuanme: IIpoaykT cooTBeTCTBYET TpeGoBanuaM HJJ

Conclusion : APPROVED /
3aknayenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonroroeneHo: Yogesh IIpoBepeno:Prayesh [Mposepeno (AOK): ||Omobpeno: O6ecneuenue kauectBa/OTBETCTBEHHOE
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CERTIFICATE OF ANALYSIS

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

Vill. Kh

CEPTU®HKAT AHAJIU3A

ol, Nalagarh Road, Baddi,

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

Tel: +91 98166 56001-02

LLYAYYAT.Y

lrreddys com

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

Ipoayxr: Keropoa® Dkenpece (keToposnak) TabaeTkn, ANCHEPrUPYeMbIe B mogocTy pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne 3 V2600565 O6bem cepun "~ 36,00,000 Tab

I;Analytlcal Repovrt No / - 040003332812 Date of Analysis / . 25.03.2026
HaJIUTHYEeCKHH oT4eT Ne ,[laTa AHaJIH3a

Date of Manufacture / . Date of Expiry / .

JlaTta npoussoacTea } 03/2026 TI'open no # 02/2028

Mfg. License No. / MA ber: /

IIpouzBoacTBennas : MNB/05/263 numoer: ¢ JIII-Ne(004669)-(PT-RU)

Homep PY

Juenzus Ne

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

PIL version approved: / Mucrpykuus yreepaena: 21.04.2025

Page 9 of 11/ Crp. 9 u3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
Onuctepe u3z (ITA/AJUIID ¢
Braronornoturesnem/I[19BIT)
¢onsru // (I13/AJ1) ponsru. Io
2 OnucTepa BMeCTe C JIMCTKOM-
BKJIa/IbIIIEM B nayKy
KapTOHHYIO.

N

N;) Test / [Tokazatens Results / PesyabTaTni Specification / Hopma

14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakosku (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a

carton pack.
(ITA/AJVTID
doabru //

/ Tlo 10 Tabnetok B GnucTepe u3
¢ Bnaronoriotutenem/II3BIT)
(II2/AJ1) doneru. Mo 1 wmm 2

6Jmcrepa BMECT€ C JIMCTKOM-BKIIAABILIEM B

MayKy KapTo

HHYIO.

* 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.
* Ilpu BbIIyCKe JIEKAPCTBEHHOr0 NPenapaTa KOHTPOJIb KauecTBa HO 10KA3aTeNH0 «MHuKpoGHOJIOrHYecKast
HHCTOTA» MMPOBOAMTCSA AJIs Kaxk0ii 20-0/ cepuM, WM ISt OAHOI CEPHH B rOl, B 3aBUCMMOCTH OT TOr0, YTO
HACTYNHT paHblue,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: [Ipoaykr cooTBeTcTBYET TpeGoBanuaM HJI 3akmwouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Toxroroeneno: Yogesh IlpoBepeHo:Pravesh Ilposepeno (AOK): ||Omobpeno: Obecrnieuenne kauecTBa/OTBETCTREHHOES
Chauhan . Rana jﬂ Amit Kumar JTHLLO: Q URIL KUmPZ
Vs ' N s
Date / Date / Date /- Date / 25000 [
Hara: 25.03.2026 Jlara: 25.03.2026 Hara: 25.03.2026 Jara:
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIU3A

Tel : +91 98166 56001-02

vk dresddves cam

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

Ipoaykr: Keropoa® Ixenpece (keroponak) Ta0JIeTKH, AMCOePrHpyeMble B 0JI0CTH pra, 10 Mr

Market / Pemok :Russia / Poccus

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

Cepua Ne + V2600565 O0bem cepun " 36,00,000 Tab

Analytical Repovrt No / - 040003332812 Date of Analysis / . 25.03.2026

AHajuTHYecKHi oTyeT No Jara ananusa

Date of Manufacture / . Date of Expiry / .

HaTa npoussoacrea 303/2026 I'open o : 02/2028

Mfg. License No. /

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

Juuensns No

Analysis performed according ND: / Ananns nposenex nmo HJI: JITI-N2(004669)-(PI'-RU)-190224

PIL version approved: / Uncrpyxkuns yreepaaena: 21.04.2025

Page 10 of 11/ Crp. 10 u3 11

API name / Haumenosanue ADC:

Ketorolac tromethamine / Kertoposnaka Tpomeramus

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

| (OF

ABSHO002977, ABSH003096
Homep cepun npoussoantens APC:

FP Manufacturer API Batch number /

Homep cepuu cyGeTanunu nponsBoauTes FESA00499, FESA00500

API Manufactured by & country /
Hpounssoaurens ADC, crpana:

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

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

Hanmenoranue, aapec, TMIEeH3Hs ATt
Ipoussoacreennas maomanka / Ilnomanka
KOHTPoJIst KavecTsa / Iliomanka Boinycka

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 Penmwn’c Jlabopatopuc Jita., Unaus, [pousBoacteeHHOe
noapasaeneuue-6, Bumn. Kxone, Hanarapx Poyn, Bammm, uctpukr
Conan, X.IT., 173205, Unpus (uuensus 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

Conclusion : APPROVED /

[Ipumeyanue: IIponykt cooTBeTcTBYET TpeGosanmam HJJ

3akaiouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Yogesh [Tposepeno:Pravesh [Tposepeno (AOK): |[Omobpeno: Obecnieuenye kayecTBa/OTBETCTBEHHOE
Chauhan }// " |IRana Amit Kumar : NMLO: | CL/N 1L KEmAR

C/ 1/\ -~ G
Date / Date / Date / Date / AC2L-L024
Hara: 25.03.2026 Hata: 25.03.2026 Jlara: 25.03.2026 Hara:




Dr. Reddy's Laboratories Ltd.

DI’. Reddy,s ‘..:.. Formulation Unit-6

Vill. Khol, Natagarh Road, Badd;,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.p, 173 205, INDIA
CEPTHOHUKAT AHAJIU3ZA Tel : +91 98166 56001-02

pww. drreddys.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Sxenpece (keTopoaak) TabaeTkH, ANCHEpPrupyemMbie B 0J0CTH pra, 10 mr
Market / Prinok :Russia / Poceus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus No § V2600565 O61em cepun " 36,00,000 Tab
Analytical Repourt No/ £ 040003332812 Date of Analysis / © 25.03.2026
AnanutHuecknii oryer Ne Jara ananusa
Date of Manufacture / £ 03/2026 Date of Expiry / . 02/2028

aTa Npou3BOACTBA I'onen o
Mfg. License No. / .
IpoussoacTBeHnas : MNB/05/263 MA number: / : JII-No(004669)-(PT-RU)

Homep PY

JHensusa Ne
Analysis performed according ND: / Auanns nposene mo HJL: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Huerpykumns yreepaxaena: 21.04.2025

Page 11 of 11/ Crp. 11 u3 11
3akmouenne o coorsercTBun: «HacTosmmmyM s TIOATBEPHAAL0, YTO MPUBEACHHAsA BBl HH(OPMALIHS SBISETCS
ROCTOBEPHOH M TOYHOU. DTa Cepus MPOAYKIMH NPOM3BEAEHA (BKyOYas ynakoBky (MapkHpoBKY) u KOHTPOJIb
Ka4ecTBa) Ha BBINICYKA3aHHOW INPOM3BOJACTBEHHON ILIOMA/KE (ruiomwaakax) B IIOJHOM COOTBETCTBHH C
TpeboBanusimu [IpaBun Hamexameit IPOM3BOJCTBCHHOW MPAKTUKH EBpazsHilckoro 3KOHOMHYECKOTO CO03a H
TPeOOBAaHUAMH KOHTPOJII Ka4ecTBA JIEKAPCTBEHHBIX CPeICTB, a TaKKe B COOTBETCTBHH CO CIHENM(PUKAIUSIMY,
CONCPKAIIUMHUCS B PETHCTPALMOHHOM JIOChE CTPAHBI-UMIIOPTEPA. 3aIHCH 110 IIPOU3BOJICTBY, YIIaKOBKE M aHAJIH3Y
TIPOBEPCHEL, M yCTAHOBJIEHO MX COOTBETCTBUE TpeboBanusaM [IpaBun Hamtexanei NPOU3BOJACTBEHHOM MPaKTHKY
EBpa3suifckoro skOHOMHYECKOT0 cor03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: IIponykT coorBeTcTBYET TpeboBanusam HJL |3akaouenne: OMOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Noaroroeneno: Yggesh IMposepeno:Pravesh [Tposepeno (AOK):  [|OnoGpeno: O6ecneuenne kauectBa/OTBETCTBEHHOE

Chauhan Rana d Amit Kumfr/)\ THIO: Quste Ku~Aav
. N ()

Date / Date / Date / Date / 2 pA-1026
Hata: 25.03.2026 Hara: 25.03.2026 Hara: 25.03.2026 JaTta:
¢.2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Registered Office: 8.2 dera .
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