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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

Tel: +91 931606 56001 02

CEPTU®UKAT AHAJIM3A

www.drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Jxenpece (ketoposak) TaG/eTKH, AHcneprupyevble B NoJ0cTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2500753 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002912568 Date of Analysis / . 30.04.2025

AnajnurHueckHii oTyer Ne JlaTa ananuza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTta npon3BoJcTBA T'open no

Mfg. License No. / . .

Ilpon3BoacTBEHHAS : MNB/05/263 MA number: / : JIII-Ne(004669)~(PT-
Homep PY RU)

annenzusa Ne

Analysis performed according ND: / Auanuns nposenen no HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page 10f9/Crp.1u39

No : .
No Test / [loka3zaTesnb Results / Pe3yabTaTb! Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "[" debossed on one side. / Kpyrnbie
side. / Kpyrible miockue wiockue Tabnerku ¢ ackol, cBemo-
TabneTkH ¢ hackol, CBETIO- KEJITOr0 1BeTa C IpaBUPOBKOH «l» Ha
)KEJITOro LBETA C TPaBUPOBKOIA OZIHOH CTOPOHE.
«|» Ha omHOH CTOpOHE.
2 Identification / Unentuduxanus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / V®-cnekTpel NOTMIOLIEHUA
UCIBITYEMOTO  PacTBopa M pacTsBopa
cTanjapTHOro  ofpasua  KEToponaka
TPOMETaMHHa JOJIXKHBI HUMETb
MaKkCUMYMBI TIpU OOHOH ¥ TOM ke anuHe
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanwue: Ipoaykt coorBeTcTBYeT Tpeboranusim HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

IToarororieHo: Rama&k@

Checked by /
Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonuresb

Amit Kumar L
—

Reprint Date /

X

Hara: 30.04.2025

Reprint Date /
JHara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Registerad Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +1 40 4500 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com
CIN: L851954P1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd.
Formutation Unit-6
Yill. Khol, Nalagarh Road. Baddi,
Distt. Solan, H.P., 173 205, INDIA

1 a0 Ge L0011 ND

CERTIFICATE OF ANALYSIS 1o .51 05166 56001
CEPTU®UKAT AHAJIM3A  yywiw.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poaykr: Keropon® Jxcnpece (keTopoaak) TabjeTkH, IHCIeprHpyeMble B IOJI0CTH pTa, 10 mr

Market / Puinok :Russia / Poccns

Batch No / . Batch Quantity / 3600000 tab /

Cepnsa Ne § MEsgones O06BeM cepuu " 3600000 Tab

Analytical Repo:‘t No/ - 040002912568 Date of Analysis / . 30.04.2025

AHaTHTHYECKHH oT4yeT N JlaTa aHAJIH32a

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jlara nmpou3BoacTBa I'ogen g0

Mfg. License No. / . .

IIpon3BoacTBeHHAN - MNB/05/263 S ENmb Sl v J-Ne(004669)~(RT~
Homep PY RU)

Juuensus Ne

Analysis performed according ND:

/ Ananus nposem_en o HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Crp.2 m3 9

No

Test / [Toka3aTeanb
Ne

Results / PesyabTaTsl 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 ynepKHUBaHUA
OCHOBHOTO TNHKa Ha XpoMaTrorpamMme
HCIBITYEMOro pacTeBopa TOJDKHO
COOTBETCTBOBAThH BPEMEHU YAEPKHBAHHS
OCHOBHOTO [MYKa Ha XpoMaTorpamme
pacTtBopa CTaHOAPTHOTO obpazua
KETOpoNaka  TpoMeTamuHa  (pasgen
«Kon4ecTBeHHOE ONpeneeHUe).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusm HJI 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrororneno: Ramakant IMposepeno: Pardeep Kumar | OnobpeHo: Meﬁcna{ee / PykoBoauTenb

' M { Amit Kumar s

v e -

Reprint Date / \ Reprint Date / Reprint Date /
Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tei: +S1 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1L.C004507
www.drreddys.com
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Dr.Reddy’s Q:.

CERTIFICATE OF ANALYSIS

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

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

CEPTU®HUKAT AHAJIU3ZA

— o mm s N AT
fel . +91 Joibt dCUUL-UL

www.drreddys.com

Product : Ketorol Expr;ss_ (_lzetorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpece (keToposak) Tab/ieTKH, IHCHeprupyemMble B M0J40CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne + V2500793 O6bem cepun " 3600000 Tab
Analytical Repo“rt No/ - 040002912568 Date of Analysis / . 30.04.2025
AHanuTHYecKHi oTyeT Ne Jlata anaan3za
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npou3BoacTea Toaen o
Mifg. License No. / . o
IpoussoacTBennas : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)
| JIMIeH3Hst Ne

Analysis performed according ND: / Ananun3 nposexen no HJL: JIII-Ne(004669)-(PI'-RU)-190224

Page3of9/Crp.3m39

I;.oo Test / [TokazaTeab Results / Pe3ysbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBEeTCTBYET The retention times of 2-
Bymunzudpoxcuanuson 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
yIep)KUBaHUA IIUKOB
2-6yTHIrHAPOKCHAHU30Ia "
3-6yTUNrHAPOKCHAHN30Ma Ha

XpoMaTorpaMMme HCILITYEMOrO pacTBOpa

IOOJUKHBL  COOTBETCTBOBATb  BPEMEHAM
yIepKUBaHUS MHKOB
2-6yTHITHAPOKCHAHU30MA %}
3-6yTUNrUAPOKCHAHU3OMA Ha

XpomarorpaMme pacTBopa CTaHAApPTHOIO
o6pasua GyTHIrnapoKcuaHusona (pasaen
«Copepxanue
OYTHUNTHAPOKCHAHU3O0JIAR).

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykr coorseTcTBYET TpeboBanuam HJI

3aka

Conclusion : APPROVED /

wuyenne: OJOBPEHO

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

IToarorosneno: Ramakant ITposepeno: Pardeep Kumar | Onobpeno: Menemikep / P}’{OBO}II/ITGJ‘[L
0 Amit Kumar i

Reprint Date / ' Reprint Date / Reprint Date / .

Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registerad Office: 8-2-327, Read No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 4C 4900 2999, 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, iNCIA

CEPTUOUKAT AHAJIM3A

Sl o RN AT R IR A
tel - +91 88106 bouul-Us

www.drreddys.com

Product : Ketorol Expﬁzss (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykt: Keroposn® Ikcnpecc (keroposak) TabieTKH, AHCHEpIHpyeMbie B M0JI0cTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne §V2500793 O0nem cepuu " 3600000 Tab

Analytical Repovrt No/ - 040002912568 Date of Analysis / . 30.04.2025

AHanuTHYecKHi oTyeT Ne JaTa ananausa

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

JaTta npon3BoacTea I'onen no

Mfg. License No. / . .

IIpou3BoaCcTBEHHAS : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT -
Homep PY RU)

JHOeH3us Ne

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

Page4 of 9/ Crp. 4 n3 9

IMpumeuanue: IIponykT cooTseTcTBYET Tpebosanmsam HJI

NN:] Test / [loka3zaTeJib Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeausis 69.4 mg / 69.4 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 = 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OAHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He ©Oonee =+ 10 %;
2/20 tabnetok — He Gonee £+ 20 %.
4 Disintegration time / 00 min 29 sec / 00 muH 29 cex Not more than 3 min. / He 6onee 3 MuH.
PacnagaemocTnb
5 Dissolution / PacTBopeHue Unit-1 / Tabn-1 99 % Not less than 75% (Q) of
R Ci15H13NO3C4H 1NO3 (ketorolac
Unitz2,/ flaonge 98 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 98 % 75 % Q Ci5Hi3NO3°CsH11NO3
. (keTopoJiaka TPOMETaMUH) yepe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 98 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoauresb
dl/i\ f Amit Kumar v
2~ < N——
Reprint Date / \ Reprint Date / Reprint Date/ !
Mara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registerad Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 4C 4900 2959, 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
<

! +01 98168 5600102

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxcnpecc (keTope.aak) Taljeriu, Jucnepriupyembie B mogocru pra, 10 mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne ol e O0bem cepuu " 3600000 Tab

Analytical Repovrt No/ - 040002912568 Date of Analysis / . 30.04.2025

AHanuTHuecKHif oTuer Ne Jlarta anananza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npon3BoacTea T'open go

Mifg. License No. / . .

ITpou3BsoacTBeHHAN - MNB/05/263 R ngmber: ¢ .y JIERE(004669)= (RN
Homep PY RU)

JHnen3us Ne

TXnalysis performed according ND: / Araau3 nposexen o HJI: JIII-Ne(004669)-(PT-RU)-190224

PageSof 9/Crp.Sm3 9

1;.3 Test / [Ioka3aTeib Results / PesyabTaTh! Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / O6pa3syercs
OOHOpOJHAs CYCIEH3MA, NPOXOIAIas
CKBO3b CHTO C pa3MEpOM OTBEPCTHH
710 mxMm.
7 Impurities / TIpumecn
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / e 6onee 0,5 %;
ketorolac: / / Hike nipeaena
1-ruapokcHaHanor KOJIWYECTBEHHOTO ONpeeIeH s
KeTopoJaka (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6onee 0,8 %;
1-keTOAHANOT KeTopoJiaka
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
e (MHIY Hast )
HergeHTHdhUIMpPOBaHHAsA
MpUMECh
total impurities / 0.0474% not more than 1.0 %. / He onee 1,0 %.
cyMMa MpuMecei
8 Water content / 2.5% Not more than 7.0 %. /
Copepkanue BOJbl He 6onee 7,0 %.

Remarks : The Product conforms to ND/

[Tpumeuanue: [IpoxykT cooTBeTcTBYET TpebGosanuam H/JI

Conclusion ;: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noarororneno: Ramakant Iposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonutess

N B Amit Kumar A/_L/
Reprint Date / \ Reprint Date / Reprint Date / | -
Jara: 30.04.2025 Jara: 30.04.2025 Jara: 30.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 4C 4900 2995, 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, Badd,
Distt. Solan, H.P, 173 205, iNDIA

CEPTUDUKAT AHAJIM3A

Tel: +51 93166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon®™ Sxenpece (keropoiak) rabiieTki, Aucieprupyemple B nojocta pra, 10 mr B

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne $ V2500793 Ob6bem cepuu " 3600000 Tab

Analytical Repo:‘t No/ - 040002912568 Date of Analysis / . 30.04.2025

AHajuTHYecKHii oTueT No JlaTa ananm3a

Date of Manufacture / - 04/2025 Date of Expiry/ . 03/2027

JlaTta npon3BoacTBA Tonen no

Mfg. License No. / ] o

TlpousBoacTBeHHAS : MNB/05/263 S Oumb e i g (OO E0)(EIE
Howmep PY RU)

JHneH3usa Ne o

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIIT-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 m39

i.? Test / [loxa3zaTennb Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHn4YecKHe PacTBOPHTE/IH
Isopropyl alcohol / 8 ug/tab/ Not more than 350 pg/tab. /
HzonponaHon 8 MKr B TabneTke He Gonee 350 mkr B TabseTke.

10 Microbiological purity*/ Mukpo6uosiorndeckas uncrora*®

Total Aerobic Microbial
Count / o0lee YHCIIO

not more than 103 CFU/g; /
He Gonee 10° KOE/T;

OaHopoAHOCTDL
A03UPOBAHHBIX €AMHHUL

NA
a3pOOHBIX MUKPO-
OpraHu3MoB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / obinee yrco NA He 6onee 10° KOE/r;
JPOXOKEBBIX M TUTECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 4.5 Acceptance value (4}) not more than

15.0 ITokazartenb npueMaeMocTH (AV)
JomkeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/
Ipumeuanue: IIponykT cooTBeTcTRYET TpeboraHusam HJ[

Conclusion : APPROVED /
Zaxmwuenue: OJOBPEHO

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

IToaroroeneno: Ramakant [Mpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoautesns
| dj_ﬂ" ] ) ,.L- = Amit Kumar {\ /}

Reprint Date / | Reprint Date / Reprint Date / J

Jlata: 30.04.2025

Hata: 30.04.2025

Hara: 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +#21 40 4900 2900, Fax: -+91 4C 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS " o5+26 56001 02

CEPTUDPUKAT AHAJIN3A

www.drreddys.com

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

Ipoaykt: Ketopon® Dxenpecc (keTopoJiak) TabaeTKH, AHCNeprapyemble B MoJiocTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne £ V2200758 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002912568 Date of Analysis / . 30.04.2025

AHanuTHYecKHH 0TueT No Jata anann3sa

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npounsBoacTBa T'ogeH 10

Mfg. License No. / i

IIpousBoacTBeHHas : MNB/05/263 MA number: / L (Ll 20 o Lok
Homep PY RU)

JuneHzua Ne -

Analysis performed according ND: / Ananus npoeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 7 of 9/ Cp. 7 u3 9

OnucaHne ynakoBKn

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetok B
onucrepe u3 ([TA/AJ/IID ¢
Baaronoriorurenem/[I19BIT)
tdonbru // (I13/AJT) donsru. o
2 6nucTepa BMECTE € NHCTKOM-
BK/IaJBILIEM B nayKy
KapTOHHYIO.

i.f Test / Iloka3aTenb Results / Pe3yabTatsl Specification / Hopma
12 Assay / KoninuecTBeHHOE 10.0 mg / 10.0 Mr From 9.0mg to 11.0 mg of
omnpenesieHue (99.6 %) CsH13NO3*C4H; 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 Mr C15H13N03'C4H11NO3
(ketoponaka TpometamuH) (ot 90,0 no
110,0 % oT 3asBICHHOTO KOJMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0921 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0921 mr B TabneTke He menee 0,042 mr B TabneTke.
Oy TUIrHAPOKCHAHH30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (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
onucrepe u3 (TTA/AJUTID C
sraronornotutenem/[I3BIT) donbru //
(I13/AJ1) doneru. [To 1 wnu 2 6aucrepa
BMECTE C JINCTKOM-BKJIAJbILIEM B MadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT cootBercTByeT TpeboraHusIM HJI

Conclusion : APPROVED /
3akmrouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

al”

Checked by /
ITporepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosogurens
Amit Kumar r’\ = L-__

Reprint Date / A
Hara: 30.04.2025

Reprint Date /
MHara: 30.04.2025

1—

Reprint Date /
Jara: 30.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4500 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




® Dr. Reddy's Laboratories Ltd.
> Formulation Unit-6
DI’. Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS ;. .91 93166 56001-02
CEPTUOHUKAT AHAJTU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets leg o

Ipoayxr: Keropoa® Dxenpece (keToposak) TaGaeTKH, ARcHeprapyembie B noaocti pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne L O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002912568 Date of Analysis / . 30.04.2025

AHauTHYeCKHH 0T4eT No JlaTa ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa npon3BoacTBa T'ogen oo

Mfg. License No. / . o

MpousBoacTBenHas - MNB/05/263 LUV ; JIII-Ne(004669)-~(PT-
Homep PY RU)

Junensus Ne

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

Page 8 of 9/ C1p. 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.
* [IpM BBINYCKe J1EKAPCTBEHHOrO MpernapaTa KOHTPO/Ib Ka4ecTBa Mo MoKa3aTtesito «VMukpoduosoruyeckas

YHCTOTA» NMPOBOAUTCS AJHA Kaxaoii 20-oii cepun, LI AJid oaHoO CEPHM B roj, B 3aBHCUMOCTH OT TOro, 4TO
HACTYNHUT paHblLIe.

API name / HaumenoBanne A®C: Ketorolac tromethamine / KeToposiaka TpoMeTaMHH

INN/ MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH009745

Homep cepun nponspoauresist ADC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTAHITHH MPOH3BOAHTEA FESA00032

Iid:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ilpounssoantenas APC, crpana: J-p Pennu'c Jlaboparopuc JIta., Muaua

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HanmeHoBanue, agpec, JHUEH3HA s J-p Penan’c Jlaboparopuc Jlta., Unaus, IlpoussoacreeHHoe
IIponsBoacTBenHas miomanka / Ilnomanka noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bannu, Juctpukr
KOHTpOIsA KayecTsa / [lTomaaka BEIMyCKA Conan, X.IL., 173205, Uuaus (nuuensus Homep MNB/05/263)

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumMeuanne: [Tponykt coorBeTcTBYeET Tpebosanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonroroeneno: Ramakant [Mposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaureib
. . =
'gi ] J ) Qﬁ/ Amit Kumar ;\(_,.
_-/ =" J -

Reprint Date / A Reprint Date / Reprint Date / i
Jara: 30.04.2025 Jara: 30.04.2025 Jara: 30.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +C1 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com



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

(X
DI". Red dY,S q_... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  +|. .51 93166 56001-02

CEPTUPUKAT AHAJIU3A  ww.drreddys.com

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

Iponykr: Ketopoa® Jxcnpecc (keTopoaak) Ta6/1eTKH, AHCIIEPrHPYeMble B OJOCTH PTa, 10 Mr
Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne $ V2500793 O0bem cepHH " 3600000 Tab
Analytical Repo:’t No/ - 040002912568 Date of Analysis / . 30.04.2025
AHanurHyecKkHii oTueT No JlaTa aHann3a

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
JaTta npou3BoACTBA TI'ogen no

Mifg. License No. / . .
IpoussoacTBeHHAS : MNB/05/263 S 5; TE-Ne(004669)-(PTe

Homep PY RU)

JHnen3ns Ne -

Analysis performed according ND: / Auaau3 nposenen no HJI: JITI-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».

3akJ09eHHe 0 COOTBEeTCTBHHM: «HacTogmum s moATBep kKAaro, YTo MPUBEICHHAs Bbllle HHQOPMAIHs SABIISETCS
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKIMH NpOW3BeJeHa (BKIIOYas YIAKOBKY (MapKHPOBKY) M KOHTPOIb
Ka4ecTBa) Ha BBHIIEYKA3aHHOM NPOMU3BOJCTBCHHON IUIOINaaKe (IJIOMNAAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanuaMu [IpaBun Hajexariei IpOH3BOJCTBEHHOHM NpakTHKKM EBpa3sHiCKOro 3KOHOMHYECKOTO Ccoro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeOoBaHMAMHE KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHEIX CPE/CTB,
a TaK)Ke B COOTBETCTBHH CO CIIEUMDUKAIUIME, CONEPIKAIUMHICS B PETHCTPAIHOHHOM JOChE CTPAHBI-UMIIOPTEPA.
3anycH 10 IPOU3BOICTBY, YIIAKOBKE U aHAIH3Y IPOBEPEHBL, H YCTAaHOBIICHO HX COOTBETCTBHE TpeOoBaHM M [IpaBuin
HaAIeXXalTel TPOU3BOJACTBEHHON MpakTUKU EBpazuiicKoro 95KOHOMHYIECKOI'O COIO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: ITpoaykt cooteeTcTBYeT TpeboBanusam HJI 3axmouenne: QJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant [Tpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauresnb

M = 7 Amit Kumar ff\

J e §i e -

Reprint Date / \ Reprint Date / Reprint Date/
Hara: 30.04.2025 MHara: 30.04.2025 Jara: 30.04.2025
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