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

CEPTHOUKAT AHAJIW3A

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

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

Tpoayxrz Keropon® xenpece (keroponak) TabiieTkn, ARCHEPrEpyeMble B MOJIOCTH PTA, 10 mr e

Market / Prisiok :Russia / Poccust

Batch No / f Batch Quantity / _ 3600000 tab /

Cepus Ne e OGnem cepin © 3600000 Ta6
Analytical Report No / i Date of Analysis / :

AnagnrHieckuii oryer Ne I Jlara aHAIN3A SR

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npon3BoacTBa Togen o

Mfg. License No. /

ITpon3BoAcTBERHAR : MNB/05/263 gA Illllll)l;)’el'. / ; JRm'N2(004669)_(’PF_
gunensust Ne omep =

; Analysis performed according ND: / Ananus nposenen no HJT: JITI-Ne(004669)-(PT-RU)-190224

Page1 of9/Crp.1 u3 9

No

N Test / IloxasaTenb

Results / PesyanTaTsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrnbie f10CKHE
TabneTku ¢ Gackoi, cCBETIO-
MENTOTO LBETa C IPaBUPOBKOH
«l» Ha oHOM CTOpOHE.

Light yellow round flat beveled tablets
with “|" debossed on one side. / Kpyrnete
wiockue Tabnetku c cackoli, CBETNO-
HENTOTO UBETa ¢ TPaBHPOBKOH «I» Ha
0AHOM CTOpOHE.

2 Identification / HaerTHHKAUNA

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the ftest solution and
ketorolac tromethamine standard solution
should liave peaks at the same wavelength
(+ 2nm). / V@-cnekTps! NOMIOMIECHAA
HCOBITYEMOIO pacTBOpa W pacTBopa
crangaptHoro  ofpasua  KeToposaka
TPOMETaMUHA JOJDICHbL HUMETH
MAaKCHMYMbI IpH OXHON U TOH e IUIHHE
BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/

[Tpunmeyanne: ITponykT cootsercTryet Tpeboanwinm HJT

Conclusion : APPROVED /
3axmaouenue: OJOBPEHO

Prepared by /
Tloarotosneno: Santosh Kumar

Maurya @

Checked by /

¢

Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurenb

Reprint Date /

Reprint Date /

Reprint Date / '

Jara: 31.03.2025

Hara: 31.03.2025

Ilara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 Q‘:‘

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 98166 56001-02

CEPTHOUKAT AHAJIH3A

wwwidrreddys.com

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

Hponyxrz Keropon™ xcnpece (keroponak) Tabnerku, ucneprupyenpie B N0J0CTH pra, 10 mr

Market / Poiriok

‘Russia / Pocens

Batch No / . Batch Quantity / 3600000 tab /
Cepns N2 G Ofbem cepin " 3600000 Ta6
Analytical Report No / i Date of Analysis / .
AHanuTH1ecKH 0T9eT No S Jara apannsa e
Date of Manufacture / . 03/2025 Date of Expiry / . 0212027
JaTa npounssojcTea T'onen a0
Mfg. License No. /
IIponsBoAcTBEeHHAN : MNB/05/263 gA nurlr:;)ler. / : .]JRIII-NQ(004669)—(PF-
JIneH3HMA No omep o) o

Analysis performed according ND: / Auauu3 npesegen no HI: JITI-Ne(004669)-(PT-RU)-190224

_— a2

No

N Test / [TokasaTenn

|
Results / PesynpTaThi

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). / BpeMsa yHZepXHBaHHA
OCHOBHOTO IIHKa Ha XpOMaTorpaMme
MCLITYEMOTO pacTBOpa IOOJDKHO
COOTBETCTBOBATh BPEMEHN YNEDKHBAHUS
OCHOBHOTO TIMK2 Ha XpoMaTorpamme
pacreopa CTaHIapTHOTO obpasua
KeToposiiaka  TpoMeTamuHa  {(pasnen
«KonyMecTBEHHOE ONPEACNIEHHED).

Remarks : The Product conforms to ND/
TIMpumeuanne: [IpopykT cooTpercTByeT Tpebosannam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
Ioarotoenedo: Santosh Kumar
Maurya

L T—

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Qnobpeno: Menemxep / PyEBOLlHTeJIB
Amit Kumar A o

|
18
I

Reprint Date /
IHara; 31.03.2025

Reprint Date /
Jata: 31.03.2025

Reprint Date /
JHara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0A507

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

CEPTHOHUKAT AHAJTH3A

Tel: +31 58166 56001-0

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykrz Keropon® Jxcnpece (keroponak) TabaeTku, AHcHepripyembie B NOJI0CTH pTa, 10 mr S

Market / Peiok :Russia / Poccus

Batch No / . : Batch Quantity / 3600000 tab /

Cepusi N2 N Q6bem cepHH * 3600000 Tab
Analytical Report No / . 890001801608 Date of Analysis / . 31.03.2025
Awannritiecknii orger Ne Jara anajansa

Date of Manufacture / . 03/2025 Date of Expiry/ . 02/2027

Jara npoH3BOACTBA I'oaen a0

Mifg. Licensc No. /

IIponsBoAcTBeRHANA : MNB/05/263 II\;IA nur;;)’er./ : gH-N9(004669)—(PF-
JHIen3HA Ne omep v

Analysis performed according ND:

/ Ananus nposeges mo HII: JITI-N2(004669)-(PT'-RU)-190224

Page30f9/Cip.3 39

z.f Test / [TokasaTens Results / PesyanTathl Specification / Hopma
Bugylhydroxyanisole / Complies / CooTseTcTBYET The retention times of 2-
Bymueudpoxcuaruion 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
yIAepXHUBaHHA TTHKOB
2-6yTHATHAPOKCHAHN3ONA H
3-GyTHArMIPOKCHAHN30MA Ha
XpOMaTolIpaMMe HCIILITYEMOTO pacTBopa
NOJDKHBL  COOTBETCTBOBaTh  BpEMeHaM
YAepKUBAHUS IHKOB
2-0yTHNTHAPOKCHAHU301A u
3-GyTHITMIPOKCHAHHU30MA Ha

XpOMaTorpaMme pacTeopa CTAHAAPTHOTO
06pa3ua 6yTAIrHApoKcHanu3oa (paszaesn
«CopepxaHue

GYTWIrHAPOKCHAHHIONAR).

Remarks : The Product conforms to

Mpumeuanue: [poaykr coorsercrayer Tpebosanmsam HIT

ND/ :

Conclusion : APPROVED /
3akwuenne: OJJOBPEHO

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

TloaroroBieHo: Santosh Kumar Mposepeno: Pardeep Kumar | OnoGpeto: Meuemxep / Pyxtimo,umenb
y 7 g ; »

Maurya y ( :J._.j.,. Amit Kumar f\ —

Reprint Date / Reprint Date / Reprint Date / *

Hara: 31.03.2025 Iara: 31.03.2025 Mara: 31.03.2025

Registered Office: 8-2-337, Road MNo. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




® Dr. Reddy's Laboratories Ltd.
o o q
Formulation Unit-6
) ™) .
DI'. Red dy S ‘ .. Vill. Khol, Nalagarh Road, Baddj,
} CERTIFICATE OF ANALYSIS  Distt: Solan, H.P. 173 205, INDIA
CEPTHOUKAT AHAJH3A o +9198166 56001-02

"Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxenpecc (keroponak) Tabiaerxu, gucneprapyeMble B N0OJ0CTH pra, 10 mr i

Market / Puinox :Russia / Poccust 1
Batch No/ ] Batch Quantity / 3600000 tab /
Cepua Ne R O6wem cepun " 3600000 Tab
Analytical Repourt No/ . 890001801608 Date of Analysis / . 31.03.2025
AHBaIHTHYeCKHH oT4eT No il Jara apanusa
Date of Manufacture / . 03/2025 Date of Expiry / . 022027
JlaTa nponssoacTBa = T'open a0
Mifg, License No. /
IIpouseoAcTBeHHAas : MNB/05/263 | MA number: / : JIII-Ne(004669)~(PT-
Homep PY RU)
Mnen3ns Ne | = ——

_Analysis performed according ND: / Auaans nposenen no F/L: .Hfi-}\h({iﬂ-m{;ﬂ)-(PT-RU)—ISJGZZ:I_

~ Pagedof9/Crp.4u39

I;: Test / [lokasaTenn Results / PesyapTaTthi Specification / Hopma
3 Average weight / Cpequnas 69.5mg/69.5 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca . ) Ot 67,2 Mr 10 72,8 Mr (70,0 Mr = 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OnHOPOAHOCTD Macehl 2/20 tablets - not more than * 20 %. /
18/20 Tabnerox — He Oomee = 10 %;
2/20 Tabnerok — He Honee + 20 Y.
4 | Disintegration time / 00 min 13 sec /00 mun 13 cex | Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemoctb
I
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 102 % Not less than 75% (Q) of
’ Ci5sH13NO3+C4H [ |]NO3 (ketorolac
Unit-2 / Tabn-2 101 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 97 % 75% (Q  CisHiNO3*CsHiNOs
. (keToposaka TPOMETaMUH) uepes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumesatine: TTpojykt cooTeTcTBYET Tpebosanuam HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneHo: Santosh Kumar Iposepeno: Pardeep Kumar | Onobpeno: Merepkep / PyROBOHTENE
= g L
Maurya @/ c_f.- - Amit Kumar .i\\
Reprint Date / Reprint Date / Reprint Date / !
Hara; 31.03.2025 Jara: 31.03.2025 - Jarta: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 ‘g"

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Kevopon® Sxcnpece (keroponak) TabeTkH, ANCHEPrHpyeMbIe B NOI0CTH pTa, 10 mr -

‘Russia / Poccusa

Market / Peinox

Batch No / i Batch Quantity / . 3600000 tab /

Cepus Ne e O6bem cepuH ' 3600000 T26

Analytical RepOft No/ . 890001801608 Date of Analysis / . 31.03.2025

AHanuTmueckui oTuer No Jara aHanu3a — |

Date of Manufacture / . 03/2025 Date of Expiry / © 02/2027

Harta npoH3BoACTBA |yl T'ogen po

Mfg. License No. / ] .

IlponsBoAcTBEHHAN : MNB/05/263 NCSnnmber:|/ : JIII-Na(004669)-(PT-
Homep PY RU)

anneH3uA Ne

Analysis performed according ND: / Auanus nposeaen mo HI: JII-Ne(004669)-(PT-RU)-190224

PageSof 9/Cp.Suz 9

JducnepcHocTb

I;J%o Test / IlokazaTeab Results / PeaynnTaTil Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / Obpasyetca
ONHOPOAHAN CYCNEH3HA, NPOXONAWAA
CKBO3h CHTO C pPa3MEpPOM OTBEPCTHiH
710 Mxm.

7 | Impurities / ITpumecu

1-hydroxy analog of
ketorolac: /
1-ruapoxcuaHanor

Below LOQ (LOQ = 0.0032 %)
/ Hwxe ripenena
KOJIMYECTBEHHOTO ONpeeNeHHA

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

Conepxcan HE€ BOABI

KeToponaka (TIKO = 0.0032 %)
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHanor KeToposIaka
unidentified impurity / 0.02% not more than 0.5 %; / ue Gonee 0,5 %,;
e IMHIIHAs i
HenaeHTH(UUMpPOBAHHAA
TIPUMECh
total impurities / 0.1% not more than 1.0 %. / e Gonee 1,0 %.
cymMa npamecei i

8 Water content / 23% Not mare than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/

[pumeuanne: [Ipoxyxr cooteeTcTBYeT TpeboBauusam HIT

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IloarotorseHo: Santosh Kumar

Maurya @
-

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Mernemkep / PykoBoauTehb
14 Amit Kumar AL

Co feim——t
t

Reprint Date /
Iata: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Hara: 31.03.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS ). .
CEPTADHKAT AHAJN3A fel : +91 98166 56001-02
—_— www.drreduys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropos® Jxcnpece (KeTopoaak) TabmeTkn, Ancneprupyemeic B nogocts pra, 10mr

Market / Prisok :Russia / Poccus

Batch No / o Batch Quantity / . 3600000 tab / o
Cepusa N2 e O6sem cepun * 3600000 Tab
Analytical Repourt No/ . 890001801608 Date of Analysis / . 31.03.2025
AHagnTHleckHii oTuer Ne JIara ananu3za
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jara mpou3BoAcTBa Toaen 10
Mifg, License No. /

R MA number: / ~ JITI-N2(004669)-(PI'-
IIponseoacTBEHHAR : MNB/05/263 Homep PY ' RU)

auuen3un Ne

Analysis performed according ND: / Ananu3 nposeaen no H/L: JITI-N2(004669)-(PT-RU)-190224

Page 60of 9/ Crp. 6 13 9

1}:’ Test / [lokazaTens Results / PeayabTaThi Specification / Hopma
9 Residual solvents / OcTaTo4nbie OpranyyecKne pacTBOPHTENH
Isopropyl alcohol / 07 ug/tab / Not more than 350 pg/tab. /
Hzomnponason 07 MKr B TabneTke He 6osee 350 Mkr B TabneTke.

10 Microbiological purity*/ Mukpobuonoruyeckasi YHCTOTR®

Total Aerobic Microbial
Count / obmee qucnio

not more than 103 CFU/g; /
ne Gonee 10° KOE/r;

ORHOPOAHOCTD
J03HPOBAHHBIX €AMHHAL

NA
a3po6HBIX MHKDO-
OpraHuaMos
Total Combined Yeast and not more than 102 CFU/g; /
mold count / ob1ee yucno NA He Honee 102 KOE/T;
JPOACKEBLIX U ILTIECHEBHIX =S
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBME B | I
11 Uniformity of dosage units / 4.7 Acceptance value (4¥) not more than

15.0 IToxa3arenn npuemnaemMocTd (AV)
Jo/xeH 6bITE He Gonee 15,0.

Remarks : The Product conforms to ND/
pumeuanne: [IpoaykT coorseTcTByeT TpeboBanusam HJI

Conclusion : APPROVED/
Zakaovenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosnero: Santosh Kumar ITposepeHo: Pardeep Kumar | Onobpero: MeHeaxep / PykosoanTesb
Mau ' i Amit K f S
rya [ j umar |\-- —
P8 o i, |
Reprint Date / Reprint Date / Reprint Date / '
Hara: 31.03.2025 JHarta: 31.03.2025 Iara: 31.03.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiils, Hyderabad - 500034, Telangana, (ndia

Tel: +91 40 4900 2900, Fax: +91 40'4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q‘g‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJIA3A

fel : +31 98166 56001-02

siww.drreddys.com

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

TIpoayxr: Ketopon® Sxenpece (keroponax) rabirerks, AHCHeprapyemsie B OJ0CTH pTa, 10 mr

Market / Puiuox :Russia / Pocenst

Batch No/ ; Batch Quantity / ~ 3600000 tab /
| Cepns Ne /A Ofpem cepun © 3600000 T26

Analytical Repourt No/ . 890001801608 Date of Analysis / . 31.03.2025

AHaguTHyecKkdii oTuer Ne Jlara anann3a

Da’te of Manufacture / - 03/2025 Date of Expiry / - 02/2027

Jara nponssoacTBa Tozen o

Mfg. License No./

IIpousBoacTBeHHAs : MNB/05/263 MA number: / : RSO (Bl

Homep PY RU)
JHmeR3Hs Ne

Analysis performed according ND: / Anaans nposeaen no Hi: JITT-Ne(004669)-(PT-RU)-190224

desiccant/HDPE) foil // (PE/AL)
2 blisters with patient
inforrnation leaflet in a carton
pack. / Ilo 10 Ttabrmerok B
TIA/ATITID ¢

foil.

Giucrepe w3
saaronornorurenem/[19BIT)

Goasrn // (TID/AJT) donsern. Ilo
2 6nucTepa BMeCTe C JIMCTKOM-
nayky

RETATRINICM R
KapTOHHYO.

1}3 Test / [TokazaTens Results / PeayabraThl Specification / Hopma
12 | Assay/Konnvecrrennoe 9.9 mg /9.9 mMr From 90mg to 11.0 mg of
omnpeaesienue (98.5 %) Cy5Hi3NO3*C4H;NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr KO
11,0 Mr CisH13NO;*CH 1 NO;
(keToponaka TpomeTaMuH) (ot 90,0 no
110,0 % OT 3as{BAEHHOTO KOJIHMYECTBA) B
Tabnetke.
13 | Butylhydroxyanisole 0.0972 mg/tab / Not less than 0.042 mg/tab. /
content / Concpkanue 0.0972 mr B Tabnerke He menee 0,042 mr B TabneTxe.
OyTHArHAPOKCHAHM30JIA
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHie yNakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTok B
6nuctepe u3 (ITA/ATINTID C
pnaronornotutenem/II3BIT) donsru //
(IT3/ATT) donsru. Mo 1 unu 2 6micTepa
BMECTE C JIMCTKOM-BKNAABIIIEM B DAYKy
KapTOHHYIO,

* When the drug product is released, the quality control for Microbielogical Purity is performed for one batch in
every 20 batches or one batch per year whichever is more,

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykr cootseTcTByeT Tpebosarnam HIT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
Toarorosneuo: Santosh Kumar
Maurya

Checked by /
Tlposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Meneaxep / PykoBogHTeb
Amit Kumar K L

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Hata: 31.03.2025

Reprint Date / :
Jara: 31.03.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiils, 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 .

D . !
) ® Formulation Unit-6
DI'. Reddy S q .. Vill. Khol, Nalagarh Road, Baddi,
. CERTIFICATE OF ANALYSIS  Distt. Solan, H.P, 173 205, INDIA
CEPTH@]‘I}{AT AI].AJIH3A Tel : 491 98166 56001-02

_ i wwin.drreddys.com e N L
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Mpoayxrz Keropen® Jxenpece (ketoposak) rabaerki, Ancneprupyempie B NOTOCTH pTa, 10 mr |

Market / Prinox :Russia / Poceua
Batch No / ! Batch Quantity / 3600000 tab /
Cepust Na o i O6wbem cepun " 3600000 Tab i
Analytical chop No/ . 890001801608 Date of Analysis / . 31.03.2025
AHaNUTHIECKHH OTHET Ne JaTa anam3a !
Date of Manufacture / . 03/2025 Dnte of Expiry / . 02/2027
Mara npoH3Bo/ICTBA Toaen a0
Mfg. License No. / . .
IIpousBoAcTBEHHAR : MNB/05/263 MA number: / : JIL-Ne(004669)-(PX"-
Homep PY RU)
aunensas Ne _._f
_Analysis performed according ND: / Anaaus nposexen.no HII: JITI-Ne(004669)-(PT-RU)-190224 ]|

Page 8 of 9/CTp. 8 13 9

* [Ipu BbINYCKe JIEKAPCTBEHHOTO NPENapaTa KOHTPOJIL KA4eCTBa MO NoKa3aTellto «Mukpobuonornieckast
YMCTOTAY MPOBOMNTEA A5 KaxA0i 20-0ii cepHu, HIIH 1A OAHOH CEpUy B rod, B 38BHCHMOCTH OT TOr0, 4TO

HACTYIIHT paHbIlleE.

API name / HaumenoBanne ADC: Ketorolac tromethamine / Keroposiaka TpoMeTaMHH |
INN / MHH: Ketorolac / Keroponak i | —

gPI manufacturer batch number / ABRH007413, ABRH007887, ABRH008106
omep cepuu nponzsopaTens APC: )

FP Manufacturer API Batch number / [
Homep cepus cyOcTaHIMH NPON3BOXHTEIS
rJId:

API Manufactured by & country /
Mpouszsoaurens ADC, erpana:

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

HanMmeHnoBaHHe, aapec, THUEH3HS T8
IlponssoacTBeHHas miomaaka / Ilnomagka
KOHTpoJIA KavecTna / Ilnomanka BeITyCKa

FERA00477, FERA00522, FERA00613

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennw'c JTaGoparopuc JIta., Muans
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 Peqnw’c Jla6oparopuc JITn., Uaans, HIponsBonCTBEHHOE
nonpasaenenne-6, Bumn. Kxons, Hanarapx Poya, bajau, JucTpukr

Conan, X.IL, 173205, Wunun (munensus nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above informalion 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 (No. GMP/EAEU/RU/00554-2022 dt.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMTpumenanne: Ipogyxr cooreercTryer Tpebosanuam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / . Approved by: Manager/Executive /
ToarotoeneHo: Santosh Kumar TIpoeepenso: Pardeep Kumar | Onobpero: Meneaxep / Pqugonwrenb
Maurya ) Amit Kumar N
: S i H
Reprint Date / Reprint Date / Reprint Date / '
Hara: 31.03.2025 Jara: 31.03.2025 Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHPHKAT AHATHA3A

Tel : +91 98166 56001-02

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
1 IIponykr: Keropoa® Dxenpece (keroposak) TabieTky, ANCHEPrEpyemMble B OJIOCTH T4, 10 mr oy

Market / PoiHOK :Russia / Poccus
Batch No / k Batch Quantity / 3600000 tab /

| Cepnna No EY20002 O6ben cepun " 3600000 Tab
Analytical Repo“rt No/ . 890001801608 Date of Analysis / . 31.03.2025
AnanaTmyeckHii oTueT Ne Jara anannza
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jara npoussojacTaa I'ogen no : |
Mfg. License No. / ]
IlponsgoacTBEHHAN 1 MNB/05/263 NS mymber: / : UERLILEAI A

Homep PY RU)

aHnen3ns Ne

Analysis performed according ND: / Anaaus nposeaes mo HIL: JITI-Ne(004669)-(PT-RU)-190224

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
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compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akmodyeHne 0 cooTBeTcTBHH: «HacTosiuM 1 NOATBEPXKAAI0, YTO MPHBEIEHHAS BBINIE HHPOPMALHS ABIAETCH
IOCTOBEpHOM M TOYHOH. DTa cepHs IPOAYKIWM IpOW3BefeHa (BKIIOYAS YMAKOBKY (MapKHPOBKY) W KOHTpOIE
KadecTBa) HA BEHINIEYKA3AHHOW IIPOM3BOJCTBEHHOW IUTOIaJKe (TUIOINAAKAaX) B TIOJNHOM COOTBETCTBHH C
Tpe6oBaruamu [IpaBui Haiexalueil MpoH3BOACTBEHHON NPaKTHKHA EBpa3sHHCKOro sKOHOMHHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) v TpeboBaHUAMHE KOHTPOJII KA9E€CTBA JIEKAPCTBEHHBIX CPEICTB,
a TalKe B COOTBETCTBHH CO CHEIH(DHKAMUAMHE, COIEPKAIMMHUCA B PETHCTPAITHOHHOM JAOCBE CTPAaHBI-UMIIOPTEPA.
3aIIkCH [10 IPOM3BOMCTBY, YIIAKOBKE H aHATH3Y IPOBEPEHEL, H YCTAHOBIIEHO HX COOTBeTCTBHE Tpebosanusm IIpasmn

RaJIexaniell Mpou3BOICTBEHHOM NIPaKTHKY EBpa3sHicKoro 53KOHOMHYECKOTO COO3ay.

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr cooTBeTcTBYET TpeGoBanyaM HJ

Conclusion : APPROVED /
3axkmoyenne: OIOBPEHO

Prepared by / Checked by /
Toarotosneno: Santosh Kumar

Maurya @ /

[posepero: Pardeep Kumar

el Do

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTess
Amit Kumar - L~

A -

Reprint Date /

Reprint Date /
Jara: 31.03.2025

Hara: 31.03.2025

Reprint Date / |

Hara: 31.03.2025

Reglstered Office: 8-2-337, Road No. 3, Banjara Hills, HyderaBad - SUuUs4, elangdnd, indid
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




