Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

will, Khol, Malagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJTHA3A '

Tol ;01 93166 56001-02

wwvaw.drredcdys.com

?roduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg—
Ipoayxr: 1{;3_1'()pm1"t Ixkcmpece (KeTOPOSAK) TalaeTku, Alcneprupyesble B MOJ0CTH pra, 10mr

Market / Poinok :Russia / Poccua

Batch No / 5 Batch Quantity./ 3600000 tab /

Cepus Ne A2 Qbbem cepun " 3600000 Tab

Analytical Repo“rt No/ . 040002974058 Date of Analysis / . 21.06.2025

AHannTH9ecKuil oTyeT Ne JHara anannsa

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

JlaTa npos3BOJCTRA Yonen a0

Mfg. License No. / ;

I ponsBoacTBeHHAS . MNB/05/263 MA number: / : JIIL-Ne(004669)-(PT-
Homep PY RU)

anmensus Ne

| Analysis performed according ND

: / Ananus npopexen mo HIL: JITI-Ne(004669)-(PT-RU)-190224

__ Pagelof9/Crp.1u39

tablets with "|" debossed on one
side. / Kpyrnsle niockue
TabneTkH ¢ dackoii, ceetno-
XEJTOro UBETA C TPABHPOBKO#
«l» Ha O[HOR CTOpOHE.

1;:; Test / IToxaszaTens Results / Pe3ynbTaTss Specification / Hopma
1 Description / Onncanne Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrnnre
nnockie TabneTku ¢ ackoit, cBeTo-
MENTOro LBeTa ¢ [PaBHpPOBKOH «I» Ha
OAHOW CTOpOHC.

2 Identification / Uaentudukxanus

Ketorolac / Kemoponax

Complies / COOTRETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have pcaks at the same wavelength
(+ ?nm) / VO-cTIeKTPRE NOTTOTICHAS
WCMBITYEMOT0 pacTeopa M  pacTBopa
cTaHfapTHoro  obpasua  keropofaxa
TpPOMETaMHHa . HOJIXKHBI HMETh
MaKCHMYMBbL [IpM OfHOH M TOM e JUTHHE
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
TTpumenanse: [poaykr coorsercTayet Tpeboraruam HIT

Conclusion: APPROVED /
3akawyenne: OJIOBPEHO

Prepared by / . | Checked by /
INoarorosnexo: Pravesh Rana (/ IlpoBepeno: Ramakant

Y W

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonurens
Amit Kumar A

Reprint Date /
Hara: 21.06.2025

Reprint Date /
Jara: 21.06.2025

Reprint Date / {
Jara: 21.06.2025

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: L85125AP1984PLC0O04507
www.drreddys.com




Dr. Reddy’s ‘f:"

CERTIFICATE OF ANALYSIS

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

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

CEPTHOMKAT AHAJI3A %%

Tel : 492 02166 SE001-02

WKL O AYS £om

[Product : Ketorol Expressﬁetorolac) Orally Disintegrating Tablets 10 mg
Tponyxr: Keropon® Ixenpece (keropoaak) TabieTk, ARCHEPrHpYeMble B IOJIOCTH PTa, 10 mr

Market / PoiHOK :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne L O6bem cepnn " 3600000 Tab
Analytical Repourt No/ - 040002974058 Date of Analysis / . 21.06.2025
AHananTndeckHii oTueT Ne Jara aHanrn3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npomM3BoACTBA I'onen 10
Mfg. License No. /
IIponsBoacTBeHHAS : MNB/05/263 gA nm;;),er./ 2 .J;H-Ng(004669)-(PF-
JiHnensus Ne omep v |
Analysis performed according ND: / Anasins nposeaen mo HJL: JIN-Ne(004669)-(PT-RU)-190224
o e s e Page20f9/Crp.2 w39
1}? Test / [Toka3aTens Results / Pesy.nbTaThl 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 ymepXHUBaHus
OCHOBHOTO INHKa Ha XpomaTtorpaMme
HCIBEITYEMOTO pacTeopa LOJDKHO
COOTBETCTBOBATh BPEMEHH YICPKHBAHHA
OCHOBHOIO THKa Ha XpoMaTorpaMMe
pacTeopa CTaHAAPTHOTO ofpazua
KeToponaka  TpoMeTamuHa  (pasaen
«KonnuecTBEHAHOE OMPENEIEHHEN).

Remarks: The Product conformis to ND/

Tpumeuasue: popykr cootBercTRyeT Tpebopannam HII

Conclusion: APPROVED /
3akawouenne: OJJOBPEHO

Prepared by /
Toarorosieto: Pravesh Rana .

e

;| Checked by /
/ IIpoepeno: Ramakant

ug

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pykosoaurens
Amit Kumar A

Reprint Date /
JHata; 21.06.2025

Reprint Date/
Hara: 21.06.2025

Reprint Date/ |
Hata: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.comi
CIN: L85125AP1984PLC004507

www.drreddys.com




- Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSI

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Read, Baddi,

s Distt. Solan, H.P.,, 173 205, INGIA

CEPTHO®HUKAT AHAJIM3A

Tei . +51 8166 5600302

waww drreddyg.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets lamg—

B noJgocri pra, 10 mr

Mpoayxr: Keropoa® Ixenpece (xeToponak) TabaeTKH, AWCHEPIHpYEribIe

Market / PoiHok Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepun Ne NEE O6bem cepHH " 3600000 Tab

Analytical chourt No/ . 040002974058 Date of Analysis / - 21.06.2025

AHanaTEYecKHi oTyeT N2 Jara ananusza

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

Jara npos3BojCTRA I'oen xo

Mfg. License No./

IMponssoacreennan : MNB/05/263 MA pumber: / ! ISR (OUA663)=(BT-
Homep PY RU)

JuensHa Ne "

| Analysis performed according ND:

/ Ananus nposexen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page3of9/Crp.3 39

1}: Test / TlokasaTenb Results / PeayabTaTs! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuuzudpoxcuanuzon butylhydroxyanisole and 3-

hutythydroxyanisole 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). / BpemeHna
YOCPXKHBAIHA NHKOB
2-0yTHITHAPOKCHAHK30a u
3-0yTHATHAPOKCHAHW30MA Ha

XpoMarorpamme UCIIBITYEMOTO pPacTBOpa

JOMXHBl COOTBETCTBOBAThL  BpeMeHaM
yAepKUBaHHA [TUKOB
2-0yTHArHOpPOKCHAHA30Na u
3-GyTHITHAPOKCHAHH30M2 Ha

XpOMarorpaMMe pacTBopa CTaHRAPTHOTO
o6pa3ua GyTHIrHIPOKCHAHU3ONa (pa3nen
«Copepxanue

GYTHITHAPOKCHAHH30/1AY).

=

Remarks: The Product conforms to ND/
Tpsmedasme: Hpoaykr cootsercrayer TpeboBanuam HJI

Conc)

lusion: APPROVED /

3axmouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrorosneto: Pravesh Rana// ITpoeepetio: Ramakant Ono6peno: Menemxkep / Pyxkosoaurens
)2 W Amit Kumar ) A
— 7 S
Reprint Date / Reprint Date / Reprint Date/ |
Jarta: 21.06.2025 Jara: 21.06.2025 Hara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85185AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Forrnulation Unit-6

Yill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

Te!: +61 98165 58001-02

CEPTHO®HEAT AHAJIM3A

1E

www.drreddys.com

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

Ipoxyxr: Keropoa® Sxenpece (keToponak) TabaerkH, AHCHEPrHpPYeMbIe B 110.10CTH PTi, 10 Mr_ N

Market / Prinok :Russia / Poccus

Batch No / Batch Quantity / 3600000 tab / Y
2 7 .

Cepua Ne V0122 Ofnem cepui 3600000 Tab

Analytical Repnvrt No/ . 040002974058 Date of Analysis / . 21.06.2025

AHaauTH*eckHil oTuer Ne JaTa aHaau3a

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

Hata npoH3BOACTBA Toaen ao

Mfg. License No. / i .

IlpoussoacTBEHHAsR : MNB/05/263 b aumber: ] : ﬁg'N‘(OM“‘))'(PF‘

aunenzng No omep ) N

Analysis performed according ND: / Ananus nposenen no HJL: JITE-Ne(004669)-(PT-RU)-190224

_ Pagedof9/Crp.4m9

I i.g Test / [Toka3aTenn Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeansn 68.7 mg / 68.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr po 72,8 mr (70,0 Mr 2 4,0 %).
Complioo / CooTnoTOTDY@T
Uniformity of weight / 18/20 tablets - not more than = 10 %;

Omloponuocrb Macchbl

2/20 tablets - not more than + 20 %. /
18/20 Tadbnetox — He 6Gonee = 10 %;
2/20 TabneTok — He Gonee + 20 %.

4 Disintegration time /
PacnmagaemMocThb

00 min 17 sec / 00 MuyH 17cek

Not more than 3 min. / He 6osee 3 MHH.

Remarks: The Product conforms to ND/

5 Dissolution / PacTBopeHHe Unit-1/ Taba-1 97% | Not less than 75% (Q) of
" n Ci15sH3NO3-C4H; NO3 (ketorolac
Unit-2/ Ta6n-2 96 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6-3 959% | 75% Q) CisH(3NO3*C4H11NOs
) {keTopoNaKa TPOMETaMMH) yepes 15 MiH.
Uuit-4 / TaGu-4 94 %%
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 98 %
Conclusion: APPROVED /

[TonrorosneHo: Pravesh Rana f 3

A A~

[pumesatue: HponykT coorsercrayer Tpebopanuam HIL | Saxumiouenne: OZUbLT 1
Prepared by / ~ | Checked by / Approved by: Manager/Executive /
[Ipoeepeno: Ramakant OnobpeHo: Menemxkep / PyroBoauresb

Amit Kumar

."/ Qi

Reprint Date /
Jara: 21.06.2025

Reprint Date /
Jata: 21.06.2025

Reprint Date /
Jara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin
Tel: +91 40 4900 2900, Fax: +91 40 4500 2995, Email: mail@drreddys.com
CIN; LB5195AP1984PLCO04507
www.drreddys.com




Dr. Red'dy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHKAT AHAJTU3A

Product : Ketorol_lﬁpress (ketorolac) Orally Disintegrating Tablets 10 mg §
Mpoaykr: Keropoa” Ikenpece (keroposak) Tabaerku, AHCHEPIAPYEMLIE B NONOCTI PTE, 10 mr L u By

Tl (8]

P B
L =4 I B

GiEC‘ 5’.'.‘]/‘-1 ns
wisvidrredays.com

CuuaTua

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2o Obnem cepiu 3600000 Tab
:nalytlcal RepOft No/ . 040002974058 Date of Analysis / . 21.06.2025

HAJHTHHecKHil oTdeT No Jara aHaiau3a ]

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npoM3BoACTBA T'oaen a0

Mfg. License No. /

IIponsBomcTBeHHAR : MNB/05/263 MA number: / : JITI-Ne(004669)-(PT -

Homep PY RU)
Jrnensust Ne i

Analysis performed according ND: / Ananus nposegen no HJL: JII-Ne(004669)-(PT-RU)-190224

_ Page5of9/Crp.5m39

JAHcnepcHOCTb

I\NS Test / [loxasaTens Results / PeaysibTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a i

710 pm sieve is formed. / O6pasyetcs
ONHOPOIHAS CYCMEH3Ws, [POXOsLIAs
CKBO3b CHTO € pa3MepoM OTBEPCTHIT
710 MKM.

7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Huxe npeacna ofuapyskenus (I10 =

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

Copepanue BOAbI

1-ruopoKcuananor 0.0010 %)
KeTopoJ1aka

~ 1-keto analog of ketorolac / not more than 0.8 %; / ue 6onee 0,8 %;
1-KETOAHAMOT KETOPONaKa 0.04%
unidentified impurity / not more than 0.5 %; / ue 6oxnee 0,5 %;
€IMHAYHASA 0.02%
HerOeHTH(OULNPOBAHHAS
TIpIIAOOL
total impurities / 0.1% not more than 1.0 %. / ne 6omnee 1,0 %.
CyMMa npumecei

8 Water content / 3.1 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
Tpumedanue: [IPOAYKT COOTBETCTBYET TPEOOBAHMAM HI

Conclusion; APPROVED / .
Zaauenne: OJJOBPEHO

Prepared by / . | Checked by /
Tloarotosneno: Pravesh Rana / Tposepero: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonuTens
Amit Kumar \ ’

bJ1" \\__ S

Reprint Date /
JHara: 21.06.2025

Reprint Date /
Hara: 21.06.2025

Reprint Date / ¥
Hara: 21.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabac - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 299S, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s

1

CERTIFICATE OF ANALYSIS U
CEPTUDHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd

Formulation Unit-6
vill. Kho!, Malagarh Road, Baddi,
<tt. Solan, H.P., 173 2065, iNDIA

Tel 401 ©8166 58001-C2

ITr2ity s Lt

Product : Ketorol Express (ketorolacj Orally Disintegrating Tablets 10 mg el

(Mpoayrr: Keropoa® Jxenpece (keToponak) rabaerku, Ancneprupyembie B NOJIOCTH pra, 10mr

‘Market / Poisok :Russia / Poccus _
Batch No / . Batch Quantity / ~ 3600000 tab / |
Cepusi No , AR O0BeM cepHH " 3600000 Tab »
Analytical RepOft No/ . 040002974058 Date of Analysis / . 21.06.2025
AHanuTu4eckni oTuer Ne Hara anannia
Date of M anufacture / . 05/2025 Date of Expiry / . 04/2027
Jata npomsBojcTna Toaen o
Mfg. License No. /

ITpoussomeTBeHHAR : MNB/05/263 MA number: / : LIENHGLI8) Rl b

Homep PY RU)

JTHIen3us Ne

Analysis performed according ND: / Aranu3s nposesen mo HJL: JITI-No(004669)-(PT-RU)-190224

39

Page 60f 9/ C1p. 6 1
— =u e ————— =

‘I;‘v: Test / [lokasaTens Results / PesynbTaTnl Specification / Hopma

9 Residual solvents / OctaTouyHbIe OPraHM4eCKHE PACTBOPHTEIH
Isopropyl alcohol / 03 pg/tab / " | Not more than 350 pg/tab, /
Haonponaiion 03 mkr B Tabnerke He bonec 350 mKr B TabuetTre.

10 | Micrebiolegical purity*/ M?ﬂonﬁuonoruqecKaﬁ yucrora*
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / obiee 41ucho e Gonee 10° KOE/T;
a3pOGHBIX MHKPO-
OPTaHN3MOB
Total Combined Yeast and NA not more than 10* CFIFg;f—
mold count / o6iiee YyKcIo e Gonee 102 KOE/T;
IOPOMOKEBBIX U MIECHEBLIX
rpudos
Escherichia Coli NA shell he absent in 1 gram. /

oTcyTcTBUe B 1 T

(1 | Uniformity of dosage units/ 3.8 Acceptance value (A7) nol more than
OaHopoaHOCTL 15.0 [Tokazartens npuemiemoctd (A V)
[J03MPOBAHHBIX ETHHUIL pHomken ObITh He Goee 15,0.

Remarks: The Product conforms to ND/
Hpasmeyanue: [Iponykt cootBercrayet Tpebosannam HIL

Conclusion: APPROVED /
Zaknwuenne: OJOBPEHO

Prepared by /

TToarorosiaeHo: Pravesh Rana %

Checked by /
INpoeepeno: Ramakant

&

L™

Approved by: Managetr/Executive /
Ono6peno: Menemwxep / Pykosogutens
Amit Kumar x\ t_/ )

Reprint Date /
Jlata: 21.06.2025

Reprint Date /
Iara: 21.06.2025

Reprint Date / !

Jara: 21.06.2025

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: L85195AP1984PLCO04507
www,drreddys.com




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

Dro ReddY’S ‘; vill. Khol, Nalagarh Road, Baddi,
; Distr. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS T

’ (EE RERAH
w#81 0215E 5800102

CEPTHOUKAT AHAJIH3A

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa®™ Dxenpece (keroponak) Tab.aeTkH, ARCHEPrupyeMbic B MOTOCTH PT4, 10 mr o e

Market / Poinok :Russia / Poccus ; i

Batch No / ) Batch Quantity / _ 3600000 tab /

Cepus Ne 5 VSIS O6bem cepHH * 3600000 Tab

Analytical Repo“rt No/ . 040002974058 Date of Analysis / . 21.06.2025

AHannTHY1ecKHM oTyeT Ne JlaTa aHaau3a |

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

JlaTa mpon3BojgcTBA T'ogen ao

Mfg. License No. / -

IIpon3sogcTBeHH2n : MNB/05/263 MA number: / > JI-Ne(004669)-(PT-
: Homep PY RU)

anuensus Ne

Analysis performed according ND: / Ananns nposeien nmo HJE: JII- "9(00466‘))-(?]:-RU)-190224
Page7of 9/Crp. Tuz 9

if Test / Tokasateib Results / PesyabTaThi Specification / Hopma
12 | Assay/ KoaudecTBeHHOE 10.0 mg / 10.0 Mr From 90mg to 11.0 mg of
onpeaencHne (100.3 %) C1sH13NO3+C4H;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
: 11,0 MT C[5H13N03‘C4H11N03
(keToponaka Tpomertamun) (ot 90,0 no
110,0 % OT 3afBJIEHHOrO KOJIWYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0919 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanue 0.0919 mr B TabneTke He mence 0.042 mr g TafineTke.
6y THATHAPOKCHAHN3012
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 | desiccantyHDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / [lo 10 Tabnetok B
information leaflet in a carton | 6aucrepe n3 (ITA/AJVIID c
pack., / Tlo 10 Tabnetok B praronornorarenem/[I13BI1) doneru //
6muctepe m3  (TIA/AJUTID ¢ | (IIS/AJT) donbru. Ilo 1 win 2 6anctepa
pnaronoraorutenem/II5BII) BMECTE C JIMCTKOM-BKNAABILIEM B IAYKY
doaeru // (IID/AJT) doneru. [To | KapTOHHYIO.
2 Gnuctepa BMECTE C JNHCTKOM-
BKJIa/IblLIEM B nauky
KapTOHHYTO.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeuanne: [IponykT cooTeercTRyeT Tpeboranusam HIL 3akmouenune: OJJOBPEHO
Prepared by / ., | Checked by / Approved by: Manager/Executive /
Toarorosneno: Pravesh Rana K [posepero: Ramakant Ono6peno: Menemxep / PykoBoauresns
um
3 g~ Amit Kumar ,’\-f‘ \/
Reprint Date / Reprint Date / Reprint Date / ¥
Hara: 21.06.2025 Hara: 21.06.2025 Jlata: 21.06.2025

Registered Office: 8-2-327, Rozd No. 3, Banjara Hills, Hyderabud - 500034, Telangana, India
Tel: 431 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com
CIN: L85195AP1984PLLCO0A507
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

Tei ; +91 68166 56001-02

CEPTH®HKAT AHAJIHA3A
= www.drreduyi.com [ om0
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opoaykr: Keropon® Ixenpece (keToponak) rabiuerku, AHCICPTHPYEMBIE B MOJOCTH [T a,10mr
Market / Poinox :Russia / Poccus i
Batch No / . Batch Quantity / 3600000 tab /
Cepua Ne D O6Bem cepun " 3600000 Tab
D : 040002974058 Date of Amalysis/ . 57 069025
Ananurndeckuii oruer No JlaTa anaansa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
| [laTa npossBoacTBa | Fopen no i
Mfg. License No. / ] o
IlponzsoacTBeHHAN : MNB/05/263 LAY i : JIIT-Na(004665)-(PT-
Homep PY RU)
anuenzus Ne =
Analysis performed according ND: / Anaan3 nposejien no HIL: JITT-Ne(004669)-(PT'-RU)-190224 =

Page 8 of 9/ Crp. 8 H3 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.
* [Ipn BeINYCKe JeKapcTBEHHOTO NPeNnapaTa KOHTPOJIb KA4eCTBa [0 MOKa3aTe/110 «MukpoGuosoriyecxas

YHCTOTA» MPOBOAXTCS AIA Kaxaoit 20-0¥ cepuy, W AS OIHOi cepuH B roji, B 3aBUCHMOCTH OT TOIO, YTO

HAacTYMHT paHblUe.

API name / HanmenoBanne APC:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH: N
API manufacturer batch number /
Homep cepun npouspogutesn APC:

Ketorolac / Keroponak

ABSH001017

FP Manufacturer API Batch number /
Homep cepuH cyGcTaniui 0POHIBONHTEIA
TJd:

FESA00167

API Manufactured by & country/
Tpoussoaureanr ADC, crpana:

Dr. Redd_y‘s Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc Jita., Uapus

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

HaumenoBaHue, aJpec, THUEH3HA 415
IIpou3BOACTBEHHAS ILIOWIAAKA / Ilnomaaka
KOHTpoJia KavecTsa / Tlnomanka BeITyCKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pennu’c Jlaboparopuc JITx., Muaus, IIpon3BOACTBEHHOS
nozpazaenenve-6, Buwt. Kxone, Hanarapx Poyn, baus, JucTpUKT

Conan, X.I1., 173205, Muaua (nuuenzus somep MNB/05/263)

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

Remarks: The Praduct conforms to ND/

Conclusion: APPROVED /
3axsouenne: OJOBPEHO

Ipumeuatne: [IpOaYKT COOTBETCTBYET tpeboBanuam HJJ
Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroenexo: Pravesh Rana // [TposepeHo: Ramakant Onobpeno: Menenxep / PykoBoaurens
i3 W Amit Kumar .
4 // /
Reprint Date / Reprint Date / Reprint Date / A
Hara: 21.06.2025 Hata: 21.06.2025 JHara: 21.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com




@& Dr. Reddy's Laboratories Ltd.
@ . —
’ ® Formulation Unit-6
DI’. Red dY S ‘,0. ill. Khol, Nalagarh Read, Baddi,
yere  Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS s
CEPTU®HKAT AHAJIM3A x

www.drreddy:.com

| L e oo DO
Tai . +81 50106 suvda

r_PT(;al_ct_:__f(etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Mponyxr: Keropoa®™ Jxcnpece (keropoaak) Tabuersu, Ancneprupyembie 8 10J10CTH PTi, 0mMr
Market / PoiHoK : Russia / Poccus - __ L o
Batch No / . V2501225 Batch Quantity / : 3600000 tab /

| Cepus Ne O6bem cepHn 3600000 Tad N
Analytical Repourt No/ - 040002974058 Date of Analysis / - 21.06.2025
ABagurudeckni ordetr Ne Hata anaan3a

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

JlaTa npoH3BOACTBA o S | T'oxen 1o |
Mfg. License No. / L o -
IIpousgoacreennas : MNB/05/263 MAlqumber: / JII-Nx(004669)-(PT -

Homep PY RU)
Jnuensin Ne =
 Analysis performed according ND: / Ananns nposeaen no HJL: JITT-Ne(004669)-(PI'-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».

3aK/II04eHIe 0 COOTBETCTBHM: «HacTOSIAM s IOATBEPKIAL0, YTO TIPUBENCHHAS BBILIE HHOOPMALINS ABIIIETCS
JOCTOBEPHOH# M TOYHOH. DTa cephs MPOAYKIHU TMpOM3BEACHA (BKIIOYAS YNAKOBKY (MapK#pOBKY) M KOHTPOJIb
KayecTBa) Ha BEHIIIEyKa3aHHOH [POM3BOACTBEHHOH Iomanke (TIOliajkax) B TIONHOM COOTBETCTBHH C
TpeGoBanuAMH [IpaBri HalIeXKallel IPOH3BOACTBEHHON NPaKTHKH EBPasMACKOro SKOHOMHMIECKOrO COFO32 (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOoBaHHSIMH KOHTPOJIA KadIeCTBa IEKAPCTBEHHBIX CPCACTB,
4 TAKIKC B COOTBCTCTDHH CO CIICIMGUNAIIIIAMI, COACPIKAIIHMICI D PCTHCTPAIEIONIIOM JOCLC OTPANLI HMIIOPTOPA.
3amEcH [0 IPOU3BOACTBY, YIaKOBKE ¥ aHAIN3Y IPOBEPEHE, H YCTAHOBJIEHO WX COOTBETCTBHE tpeboBaHuAM I IpaBun
HaUIexaled IpoU3BOICTBEHHOH NPAKTUKKM EBpasuiicKoro 3KOHOMHUYECKOTO COr03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TIpusenasue: HponykT cooTeeTcTByeT TpeboBanuam HII 3axuoyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMTonrorosneno: Pravesh Rana Z/ IIpoeepeno: Raniakant Ono6peno: Menemxep / Pykosoautesb
Amit Kumar ©
/ .."}\“'—" o
Reprint Date / Reprint Date/ Reprint Date / {
Hara: 21.06.2025 Jara: 21.06.2025 Hara: 21.06.2025
Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, tHyderabac - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
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