Dr.Reddy’s ‘g"

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIN3A

. .
el - +91 93166 56uGL-07

www.drredays.com

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

HMpoaykr: Ketopoa® Dxenpecc (keToposiak) TabseTkn, AHCHeprupyemeie B nogoctn pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / V2501147 Batch Quantity / 3600000 tab /

| Cepus Ne ' O6neM cepun " 3600000 Tab
Analytical Report No / . 040002964475 Date of Analysis / - 16.06.2025
AHanuTHYecKH i oTder Ne Jara ananaunsa o
Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027
Jdara npou3BoacTBa T'onen no —_—
Mfg. License No. / .
Tpoussoacraexnas . MNB/05/263 MA number: / ; JITI-Ne(004669)-(PT -

Homep PY RU)

JuneH3us Ne

Analysis performed according ND: / Auaaus nposejen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Page1of 9/ Crp. 1 w39

No ] 3

No Test / [Toka3zaTenb Results / PesynbTaThbl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrubie
side. / Kpyrible niockue wiockue Tabnetku ¢ ¢ackoif, cBeTo-
TabNeTKH ¢ HacKoi, CBETIIO- JEJITOro I1IBeTa ¢ [PaBUPOBKOH «I» Ha
XKEJITOro 1IBeTa ¢ rPaBUPOBKOI OIHOMW CTOpOHE.
«l» Ha OIHOJ CTOpOHE.

2 Identification / UnenTudnranus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / VO-cnexTpsl NOMIOLIEHUS
HCTIBITYEMOTO  pacTBopa M pacTBopa
craggapTHoro  ofpasia  KeTopoJjlaka
TpoMeTaMMHa JOJDKHEI HUMETh
MaKCUMYMbl ITpY OAHOH U TO# XK€ IJIHHE
BOJIHBI (£ 2 HM).

| Remarks: The Product conforms to ND/
Hpumeuaurie: [TpoaykT coorBeTcTByeT Tpebosanusam HJL

3aka

Conclusion: APPROVED /

w4enune: OJJOGPEHO

Prepared by /

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

IToaroroeseHo: Pravesh Rana
¥ / { Amit Kumar N
=S | >
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.06.2025 Hara: 16.06.2025 Jara: 16.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS ., .,

Dr. Reddy's Laboratories Ltdl.
Forrmulation Unit-6

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

. 9-""I Pl nl e AT e B 30 ]
1€1 722 Joluy Jvuwd v

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Ipoaykt: Keropon® Ikcnpece (keToposak) TabjieTKH, JHCIeprEpyemMble

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

B HoJjocTH pra, 10 mr

Market / Prinox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne i V2SO O6BemM cepuu " 3600000 Tab

Analytical Repourt No/ - 040002964475 Date of Analysis / . 16.06.2025

AHanuTHYecKH# oTueT No JlaTa aHasu3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jarta npoH3BOACTBA T'onen mo

Mfg. License No. / . o

I pou3BoaCTBEHHAS : MNB/05/263 DA muTbErs| g e E(I0L662) (BN
Homep PY RU)

JHUeH3us No

Analysis performed according ND: / Anaaus nposenen no H/I: JITI-Ne(004669)-(PT* -RU)-190224

Page2 of 9/Crp. 2 u3 9

No |

No Test / ITokasaTenb 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). / Bpemsi ynepxuBaHus
OCHOBHOIO IIMKa Ha XpoMmarorpamme
UCIILITYEMOTO pacTBOpa ZIOJDKHO
COOTBETCTBOBATh BPEMEHH yIEPKUBAHUA
OCHOBHOIO0 MWKa Ha XpoMmaTorpamme
pacTBopa CTaHAaPTHOTO oOpasua
KeTOponaka  TpoMeTraMuHa  (paszen
«Konu4ecTBEHHOE ONpEIENEeHNE).

Remarks: The froduct conforms to ND/ Conc

luyiva: APPROVED /

[pumeuannie: [Ipoaykr cooTBeTcTBYET TpeboBanuam H/I 3axmouenue: OJJOBPEHO

[Toarorosseno: Pravesh Rana / Iposepeno: Pardeep Kumar | Ono6
L ol Amit

4 S

&

Prepared by / ;| Checked by/ Approved by: Manager/Executive /

peno: Menemxkep / PykoBogurtenb

Kumar
/\/./

Reprint Date / Reprint Date / Repri
Hara: 16.06.2025 Hara: 16.06.2025 Hara:

nt Date / ¥
16.06.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHP®UKAT AHAJIU3A

Tel : +51 55106 50001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keropoJiak) TabieTKH, AHCIeprupyembie B nojgocta pra, 10 mr

Market / Poinok :Russia / Poccns

Batch No / V2501147 Batch Quantity / 3600000 tab /
 Cepus Ne_ ) O6nem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002964475 Date of Analysis / . 16.06.2025

AHamuTHYecKnit oruer Ne JlaTa aHaJu3a

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

Jata npou3sBoacTBa I'onen no

Mfg. License No. / . .

IIpousBoacTBeHHAs - MNB/05/263 MA number: / : JILI-Ne(004669)-(PT -

Homep PY RU)
JHLeH3HusE No

Analysis performed according ND: / Anaaus nposegen mo HJI: JITI-Ne(004669)-(PT™-RU)-190224

Page3 of 9/ Crp.3 uz 9

No
Ne

Test / Iloka3zaTenb

Results / PesynbTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuson

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
yIepKUBaHUS TMTHKOB
2-6yTHITUIPOKCHAHU301a "
3-6yTHITHIPOKCHAHH30M1a Ha
XpOMarorpamMMe HCIBITYEMOrO pacTBOpa
IOJDKHBI  COOTBETCTBOBAaTh  BpPeMEHaM
yIepKUBAHUS MTUKOB
2-6yTHITUIPOKCHAHU30IA u
3-6yTUNrUIPOKCHAHU301a Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOIO
obpasua OyTUIrHApOKCHaHK30Ja (pas3aen
«Conepxanue
OyTWITMAPOKCUAHU3O0TIAN).

Remarks: The Product conforms w ND/

Cuncluslon: APTROVED /

Jarta: 16.06.2025

Jara: 16.06.2025

Ipumeuanue: [TpogykTt coorBeTcTRYeT TpeboraHusM HJI 3axkmouenne: OJOBPEHO
Prepared by / s | Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rana [ /| TlpoeepeHo: Pardeep Kumar | Onobpeno: Menemxep / Pykosoauteiib
¢ [ Amit Kumar L
- - /\//
Reprint Date / Reprint Date / Reprint Date / !

Jarta: 16.06.2025

Pegistered Office: 8-2-337, Road Na 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85185AP1984PLCO04507
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

CEPTUPUKAT AHAJIM3A

lel: +41 931656 56001-07
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Dxcnpece (keTopoaak) TabjieTKH, AHCIeprupyeMble B HOJ0CTH pTa, 10 Mr

Market / Prinok

:Russia / Poccns

Batch No / V2501147 Batch Quantity / 3600000 tab /

| Cepus Ne ' O6bem cepuu " 3600000 Tab
Analytical Repo:‘t No/ - 040002964475 Date of Analysis / . 16.06.2025
Ananurndyeckuii oruer Ne JlaTa aHaau3a
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
JaTa npousBoacTBa Togen go
Mfg. License No. / . .
Ipon3BoAcTBEHHAS : MNB/05/263 IS mumersy/ g wHIENE(002662)=(RIE

Homep PY RU)

Junensusa Ne

Analysis performed according ND: / Anaaus nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page4of 9/ Crp. 4 u39

| No

[Hpumeuanue: [IponykTt coorBeTcTBYeT TpeboBanuam HJI

Zaxawuenne: OJJOBPEHO

No Test / Iloka3aTennb Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpeansis 69.2 mg / 69.2 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr a0 72,8 mr (70,0 mMr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHopoaHOCTH Macehl 2/20 tablets - not more than = 20 %. /
18/20 Tabnerox — He OGomee =+ 10 %;
2/20 rabnetok — He Bonee + 20 %.
4 Disintegration time / 00 min 30 sec / 00 mun 30 cek Not more than 3 min. / He 6osiee 3 Muh.
Pacnmapaemoctsb
5 Dissolution / PacTBopenne Unit-1/ Tabn-1 98% | Not less than 75% (Q) of
. C15sH13NO3+CsHiNO3 (ketorolac
Unit-2 / Ta61-2 0% tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 98% | 75% (Q CisHi3NO3+C4H11NO3
. (keToponaka TPOMETaMHH) uepes 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tab1-6 101 %
Kemarks: 1 he Product confotins to ND/ Concluslon: APPROVED /

Hara: 16.06.2025

Jata: 16.06.2025

Prepared by / ) Checked by / Approved by: Manager/Executive /
[Moarorosnieno: Pravesh Rana / ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoautens
] Amit Kumar
Y A
~ ()ﬁfz:“ ;\/ —
Reprint Date / Reprint Date / Reprint Date / !

Hara: 16.06.2025

Regislered Office: 8-2-337, Road No. 3, Banjora 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 ‘f:‘

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

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

CERTIFICATE OF ANALYSIS ., | P

CEPTUPUKAT AHAJIM3A

o Qam o DGt N
Cl Lol UOAlU e T

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dxenpece (keToposak) Ta6ieTkH, ANCHeEpIHpyemMble B 110J10CTH pra, 10 Mr

Market / Poinok

:Russia / Poccus

Batch No / V2501147 Batch Quantity / 3600000 tab /

Cepus Ne ' O6bem cepun " 3600000 T26

Analytical Repourt No / . 040002964475 Date of Analysis / . 16.06.2025

AHanuTuvecKHit oTuer Ne Jara ananuza

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTta npoH3BoACTBa I'open no

Mfg. License No. / . .

IIpousBoacTBeHHan : MNB/05/263 WA mambEryd ! M=Ne(DOA660)=(hiki=
Homep PY RU)

JRuen3usa Ne

Analysis performed according ND: / Auaaus nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page50f9/Crp. Su3z 9

No

Test / [Toka3zaTenn
Ne

Results / Pe3yabTaThl

Specification / Hopma

6 Particle size distribution /
Jducnepcnocts

Complies / CooTBETCTBYET

A uniform suspension passing through a
710 ym sieve is formed. / OGpa3syetcs
OIHOpOAHAs. CYCHEH3Hs, NpoXonsuas
CKBO3b CHTO C Pa3MepoOM OTBEPCTHi
710 MKM.

7 Impurities / Tlpumecu

1-hydroxy analog of
ketorolac: /

Bclow LOD (LOD = 0.0010 %) /
Huwxe npenena odbnapyxenus (I10 =

not more than 0.5 %; / He 6o1ee 0,5 %,

Hpumeuanne: [Ipogykr cootBeTcTBYET TpeboBaHusM HJI

1-ruapoxcuaHaior 0.0010 %)
KeTopoJiaKa
1-keto analog of ketorolac / not more than 0.8 %; / e 6onee 0,8 %,
1-keToaHaIOT KETOpOIaKa 0.06%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eIUHUYHAST 0.02%
HeuaeHTHOUUMPOBaHHAs
IpUMECh
total impurities / 0.1% not more than 1.0 %. / ue Gonee 1,0 %.
CyMMa npumecei
8 Water content / 27 % Not more than 7.0 %. /
Coaepkanne BOAbI He 6onee 7,0 %.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3akarwuenue: OJJIOBPEHO

Prepared by / .| Checked by / Approved by: Manager/Executive /
loarorosneno: Pravesh Rana / Ilposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosonurenb
/ Amit Kumar v
Q.L:" /\/
/

Reprint Date /
Jata: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Reprint Date/ |
Jara: 16.06.2025

Regislered Office. 8-2 337, Noad No. 3, Banjora Hille, Hydarabad - 5800024, Talangana, 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

CEPTUDPUKAT AHAJIM3A

G e e s moA
1€t ;31 YOLlOC JCUUL-U.

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jkcunpece (keroposnak) rabiaerku, IHCHeprupyemMbie B NOJI0CTH pra, 10 mr

| Market / Pornok

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne  V2a0kl4g O0bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002964475 Date of Analysis / . 16.06.2025

AHanuTH4ecKHil oTyeT No Jata ananuza

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

JlaTa npoM3BOACTBA T'ogen oo

Mfg. License No. / . .

Iponssogcrsennas - MNB/05/263 i e g SIIENE(04609)S(PIEs
Homep PY RU)

JUneH3us No

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

Page 60of 9/ Crp. 6 39

1}00 Test / [loka3are/b Results / Pe3ysabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHn4ecKHe pacTBOPUTEH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
H3onponanon 4 mxr B TabneTke He 6onee 350 MKT B TabneTke.

0 Microbiological purity*/ MuxpoGuosoruyeckas 4uucrora®

OaHOpOAHOCTDL
A03UPOBAHHBIX €AMHHLL

Total Aerobic Microbial NA not more than 10® CFU/g; /
Count / ob1ee 4ucio He 6onee 10° KOE/r;
a3pOOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10°> CFU/g; /
mold count / ob11ee YuCIIO He 6osee 10 KOE/T;
JPOMNOKEBBIX U TECHEBbIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of desage units / 29 Acceptance value (4V) not more than

15.0 INoka3zaTtens npuemneMocTy (4 V)
IoJpKeH ObITH He Gonee 15,0.

Remarks: The Product conforms to ND/

IMpumeuasse: Hdpoaykt cooTBeTcTBYET Tpeboanusm HJJ

Conclusion: APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by /
IMonrorosnedo: Pravesh Rana

f

Vi

Checked by /
IMporepeno: Pardeep Kumar

e J_/-

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonutens
Amit Kumar

Reprint Date /
Hata: 16.06.2025

Reprint Date /
Jlara: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Registered Office: 8-2-337, Road Nn 3, Ranjara Hills, Hyderabad - 300034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 49800 2999, Email: mail@drreddys.com
CIN: L851295AP1984PLC004507

www.drreddys.com



S
Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJU3A

fel ;451 95165 5C001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keroposiak) TabieTKH, JHCIeprupyemMbice B MOJI0CTH pra, 10 mr

Market / Prinox :Russia / Poccus

Batch No / V2501147 Batch Quantity / 3600000 tab /

Cepus Ne ) O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002964475 Date of Analysis / - 16.06.2025

ARanuTu4decKHH oTyer No JlaTa ananu3a

Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027

Jata npoH3BOACTBA Tonen no

Mfg. License No. / . .

IIpon3BOACTEEHHAS : MNB/05/263 MAnumber: J : L Ne(OUGEA) (R =
Homep PY RU)

Junersust Ne

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

Page 7of 9/ Crp. 7 u3 9

foil. 2 blisters

pack.
6nauctepe w3 (ITA/AJIIID
siaromorinorutenem/[12BIT)

BKJIA/IBIIIIEM B
KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL)
with patient
information leaflet in a carton
/ Tlo 10 Tabnerok B

C

donsru // (II3/AJ]) donsru. o
2 GaucTepa BMeCTe C JIUCTKOM-
nauky

1;.? Test / IToka3aTeinnb Results / Pe3ybTaThl Specification / Hopma
12 Assay / KoinyecTBeHHOE 9.9 mg/9.9mr From  9.0mg to 11.0 mg of
omnpeaejeHne (99.5 %) Ci5H3NO3+C4H, 1 NO3 (ketorolac
tromethamine) {(from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
11,0 MT C15H13N03°C4H1 1NO3
{keToponaka rtpoMeramuH) (oT 90,0 no
110,0 % OT 3asBNEHHOr0 KOJIMYECTBA) B
TabieTKe.
13 Butylhydroxyanisole 0.0919 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0919 mr B TabneTKE He menee 0,042 mr B TabneTke.
Oy TUATMAPOKCHAHU3012
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / [lo 10 TabneTox B
onucrepe u3 (TTA/AJI/TID c
pnaronoraotutenaeM/II1OBII) donsru //
(TI3/AJ1) donsru. Tlo 1 unu 2 Gancrepa
BMECTE C JMCTKOM-BKJIJbILIEM B IAUKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
[pumedanue: Hpoaykr cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akarouenue: OJOBPEHO

Hata: 16.06.2025

Jara: 16.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosmneno: Pravesh Rana ] IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykopoauresb
f Amit Kumar JURS
sl N>
Reprint Date / Reprint Date / Reprint Date / '

Hara: 16.06.2025

Reglstereq UTfice: 8-£-537, Rucd Wu. 3, Baiijara 1, Hydeiabad 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851295AP1984PLC0O04507

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 33166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

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

ITpoayxr: Keropoa® Jkenpece (keTopoaak) TabaeTku, Auciepripyemple B MOJIOCTH PTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . V2501147 Batch Quantity / 3600000 tab /
Cepus Ne ) O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002964475 Date of Analysis / . 16.06.2025
AHanuTHYecKHHi oTueT No JlaTa aHanmn3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTta npoH3BOJACTBA Togen no
Mifg. License No. / . o
IpoussoacTeeHHas : MNB/05/263 MIA mumberil g JIIENE((0:660)=(hi

Homep PY RU)

JuuneHsus Ne
Analysis performed according ND: / Anasnnz nposenen no HII: JITI-Ne(004669)-(PT-RU)-190224

Page8of 9/ Ctp. 8 uz 9

* 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 BbINyCKe JIEKAPCTBEHHOro Npenaparta KOHTPOJIb KauecTBa No nokasareiio «Muxpobuonoruieckas
YHCTOTa» NPOBOJUTCH st Kakaoii 20-0¥ cepHH, MJIM AJIsl OAHO# CEPUH B rOJ, B 3aBHCHMOCTH OT TOTO, YTO

HACTYNHUT pPaHbUIE.

API name / Haumenosanue ADPC:
INN / MHH:

Ketorolac tromethamine / Ketoposaka TpoMeTaMHH

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepun npoussoautens ADC:

ABSH001109

FP Manufacturer API Batch number /
Homep cepuH cy0cTaHIIHH IPOH3BOAHTES
TJ®:

FESA00158

API Manufactured by & country /
Hpouzsoauresap APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pepau'c Jlabopatopuc Jita., Mnaus

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

HanmenoBaHue, aapec, THIEH3H 1S
IIponssoacreennas niomanka / Ilnomaaka
KOHTpOJA KadecTa / ILmomagka seimycka

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 Pemau’c Jlabopatopuc JIta., Mnaus, IlponssoactBeHHOE
noapasaenenue-6, Bun. Kxons, Hanarapx Poyn, bapau, Jluctpukr
Conan, X.I1., 173205, Unaus (nuuenszus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remuarks: The Product conforms to ND/

Tpumeuatue: {IpoayKT cootBeTcTBYET TpeboBanuam HJI

Conclusion: ATTROVED /
3axmouenne: OJJOBPEHO

Jara: 16.06.2025

Jara: 16.06.2025

Prepared by / p Checked by / Approved by: Manager/Executive /
Ionrorosneno: Pravesh Rana L Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoxurensb
Amit Kumar A AL
L { >
Reprint Date / Reprint Date / Reprint Date / '

Jara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




PS Dr. Reddy's Laboratories Ltd.
q e N . e
? & Forrnuiation Unit-6 .
DI'. Reddy S ... yill. Khol, Nalagerh Road, Baddi,

istt. ,H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS !t 20 i, 279 265 T

i e S B Al fad il =g =raVal il
121 T2 L 201l ovuulTu.

CEPTUOUKAT AHAJTN3A www.drreddys.com

"Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoxyxr: Keropoa® Dkcenpecc (keTopoaak) Tabierku, AHcneprupyemMslie B moaocTh pra, 10 mr -
Market / Poinok :Russia / Poccust
Batch No / . V2501147 Batch Quantity / 3600000 tab /
Cepus Ne ) O0beM cepun " 3600000 Tab
Analytical Repovrt No / - 040002964475 Date of Analysis / - 16.06.2025
AHaNHTHYeCKHH 0TYeT Ne Hara anannsa ]
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
[aTta npou3BoacTBa I'ogen no
Mfg. License No. / .
ITpousBoacCTBEHHAN : MNB/05/263 S mumber) ; JII-Ne(004669)-(PI*-
Homep PY RU)
JuneHzus Ne
| Analysis performed according ND: / Anann3 nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224 -
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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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3akuroyeHue o cooTBercTBHH: «Hacrosimum s MOATBEPIKAAI0, YTO MPHBEIEHHAS BBIIC MHOOPMALIUS SBIIIETCS
JOCTOBEPHOM W TOYHOM. DTa cepHs MPOAYKIIMH IIPOM3BENeHA (BKIIOYAs yNaKOBKY (MAapKHUPOBKY) M KOHTPOJb
KayecTBa) Ha BBIIICYKA3aHHON TIPOM3BOACTBEHHON IUIOMIaAKe (IJIOLIAAKaX) B IIOJIHOM COOTBETCTBUH C
TpeboBanusMHy [IpaBun Haaexalneil IPOU3BOJCTBEHHON MpPaKkTHKH EBpasmiickoro 3KOHOMHYECKOrO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa0ps 2022) u TpeOOBaHUAMHI KOHTPOJIS KaYeCTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaK)Ke B COOTBETCTBUH CO CHelUUKAIMSIME, COAESPXKALTUMUCS B PETUCTPAIITHOHHOM JOChE CTPAaHBI-UMIIOPTEpPA.
3amucH 110 TPOU3BOJICTRY, YIIAKOBKE H aHATIH3Y NPOBEPEHEL, U YCTAaHOBJIEHO HX COOTBETCTBHE TpeboBanusM I IpaBuin
HazUIeXKale Mpou3BOACTBEHHON MpakTUKN EBpa3uiickoro 3KOHOMHYECKOIO COH3a».

Renmks. The Product vuitluiis v WD/ Cuutclusivu: APPROVED /
Hpumexanite: {Iponykr cooteTcTBYeT TpeboBanuam HJL 3axmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMonroroepneHno: Pravesh Rana / [TposepeHo: Pardeep Kumar | Opobpeno: Menemkep / Pykosoaurens
/ L
4

i <>L.,l Amit Kumar J.\ b
T

Reprint Date / Reprint Date / Reprint Date /
Hara: 16.06.2025 Hara: 16.06.2025 Hara: 16.06.2025

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