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Dr. Reddy's Laboratories Ltd.
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Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P, 173 205, iINDIA
Tei: +91 93166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

ITpoaykt: Keropon® Dkenpece (KeToposiak) TabJeTKH, IHCHEepPrapyembie B OJI0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne s V2SO O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002962201 Date of Analysis / . 16.06.2025

AHanuTHYecKkHii oTueT Ne Jata anajansa ______

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

JaTa npon3BoACcTBA I'open go ____ ||

Mifg. License No. / . .

IIpousBoacTEEHHAs : MNB/05/263 MA number: / : JII1-Ne(004669)-(PT-
Homep PY RU)

JaneH3usn Ne

Analysis performed according ND

: / Anasus nposegen no HJL: JITE-Ne(004669)-(PI'-RU)-190224

Pagelof9/Crp.1m39

1;.:) Test / [loka3zaTens Results / PesyabTaThl 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. / Kpyrisle
side. / Kpyriible miockue iockue TabseTku ¢ (ackol, CBeTno-
TabNeTku ¢ Gpackoi, cBeTIo- KENTOro IBeTa C rpaBHpoOBKOH «i» Ha
JKeJITOro 1IBeTa C FpaBUpOBKOIA OZIHOM CTOPOHE.
«|» Ha OIHOH CTOpOHE.
2 Identification / Uaentudukauus
Ketorolac / Kemoponak Complies / CooTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / V®-cnekTpsl NOTJIOLIEHUSA
UCTIEITYEMOTO  pacTBOpa M pacTBopa
CTaHAapTHOro  obpasma  KeTopolaka
TpOMeTaMHHa JOJIKHBI HUMeTb
MaKCHUMYMBbI NIpA OJHOH U TOH XK€ JJIMHE
BOJIHBI (+ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeyanue: IIpoaykT coorBeTcTRYeT Tpeborannsam HJI 3axmwouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rana'/ IMposepeHo: Pardeep Kumar | Ono6peno: Menemxep / PykoBoaurens
/ I ) Amit Kumar /\/ A
T
Reprint Date / Reprint Date / Reprint Date/ "
Hara: 16.06.2025 Jata: 16.06.2025 Jlara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 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. Kho!, Nalagarh Rcad, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUPUKAT AHAJIU3A

Tei : +51 95166 56001-02

www.drrzddys.com

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

Ipoaykr: Keropoa® Dxcnpece (KeToposak) TadaeTi, Aucneprupyespie B M0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusn Ne VeSO O6bem cepuu " 3600000 Tab

Analytical Repo“rt No/ . 040002962201 Date of Analysis / . 16.06.2025

AHanuTHYeCKHIi oTyeT No Hdarta anannsa o ]

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

JaTa npoun3BoacTBa TI'ogen no

Mfg. License No. / . .

IlpousBoacTBeHHas - MNB/05/263 MA number: / g JIE=N2(004667)(PI=
Homep PY RU)

JHIeH3usa Ne

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

Page20f9/Crp.2 n3 9

No

No Test / Tloka3zaTennb Results / PesyabTaTthl

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 ynepxuBaHus
OCHOBHOI'O TMMKAa Ha XpoMaTorpamme
HCIIBITYEMOTO pacTBopa TOJDKHO
COOTBETCTBOBATH BPEMEHU yAEPKUBaHUA
OCHOBHOI'O IIMKa Ha XpoMmaTorpamme
pactBopa CTaHAapTHOTO obpasua
KeToponaka  TpoMeTaMuHa  (pasgen
«KonuuecTBeHHOE ONpeIeNIeHHE).

Remarks: The Product conforms to ND/
Tpumenanwe: [Iponykr cootBercTBYeT TpeboBanvsm H/JT

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by /
[Tonroroeneno: Pravesh Rana IIposepeno: Pardeep Kumar

ol —

Approved by: Managet/Executive /
Ono6peno: Menemxkep / Pykoonurens

Amit Kumar .
./\ —

Reprint Date / Reprint Date /
Jara: 16.06.2025 Jara: 16.06.2025

Reprint Date /
JaTa: 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




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

S
Dr. Red dY,S ‘;‘ vill. Khol, Nalagarh Read, Baddi,

istt. ,H.P, 173 205, iNDIA
CERTIFICATE OF ANALYSIS 0= >0fn 12 kg Nt

CEPTUOMKAT AHAJIM3A 00— ™

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykt: Ketopoa® Jxcmpecc (keToposak) TabaeTkH, AHCHepripyevble B IOJIOCTH PTa, 10 mr

Market / Peinok :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepua Ne  VESUROiE O6nem cepu " 3600000 Tab

Analytical Repourt No/ . 040002962201 Date of Analysis / . 16.06.2025

AnasuTnyecknii oryer Ne Jara ananusza o

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

JlaTa npou3BoACTBA Togen po _

Mfg. License No. / . .

IIpousBoacTBEHHAs : MNB/05/263 A numbe:\ ; JHI-N2(004669)-(PT-
Howmep PY RU)

Junenzust Ne

Analysis performed according ND: / Ananns nposeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224 -
Page30f9/Crp.3u39

No

No Test / llokazarenb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET 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
yaepKUBaHus MHKOB
2-6yTWITHAPOKCHAHU30J1a u
3-6yTUITHAPOKCHAHU301a Ha
XpOMaTorpaMmmMe MCIBITYEMOTO pacTBopa
JOMKHBl  COOTRETCTRORATh  BPEMEHAM
yaep )KUBaHHS MTHUKOB
2-6yTHATMAPOKCHAHU30IIA 1%
3-6yTUITHAPOKCHAHKU301a Ha
XpOMaTOrpaMMe pacTBopa CTaHAApTHOTO
obOpasua OyTuiaruapokcuanuzona (pasaen
«Conepxanue
OyTHITHAPOKCHAHU30IIA»).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Tpumeuansie: ITpoaykr cooTBeTcTByeT TpeboBaHusM HJL 3axmouenne: OJJOBPEHO

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

Ionrorosneno: Pravesh Rana I[Iposepeno: Pardeep Kumar | Omobpeno: Menemxkep / PykoBoautesib

: Z Amit Kumar A “//L
4
Reprint Date / Reprint Date / Reprint Date / )
Jara: 16.06.2025 Jara: 16.06.2025 Jara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLC0O04507
www.drreddys.com
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s

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HEAT AHAJIM3A

{ ot e ANt ol SRS ATAN BN A e
il . Y1 JOoL0L JUUU LTV

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Jxenpece (KeTOpoIaK) TAGIETKH, IHCHEPTHPYeMbIe B IOJI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ; Batch Quantity / 3600000 tab /

Cepus Ne R O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002962201 Date of Analysis / . 16.06.2025

AHajgATHYeCKHIi oTueT No Jarta ananausa o

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

JlaTa npon3BoiCcTEA I'omeH no

Mfg. License No. / . o

IlpoussoacTBeHHAS : MNB/05/263 A Bumberd/ : JIII-Ne(004669)-(PT-
Homep PY RU)

Juuen3ug Ne

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

Page40f 9/ Cip. 4 u3 9

]}? Test / IlokazaTenn Results / Pesyibrarsl Specification / Ilopma
3 Average weight / Cpeausis 69.4 mg / 69.4 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
mMacca } Ot 67,2 mr g0 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OaHOpPOAHOCTHL Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetrox — He Oonee = 10 %;
2/20 Tabnerok — He 6onee £+ 20 %.
4 Disintegration time / 00 min 36 sec / 00 MuH 36 cek Not more than 3 min. / He 6oee 3 MuH.
PacnagaemocThb
5 Dissolution / PacTBopeHne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. Ci15H13NO3*C4H 1 1NOs (ketorolac
Unit-2 / Ta6m-2 98 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 100 % 75 % Q Ci5Hi13NO3+C4H11NO;3
. (keTopoJsaka TPOMETaMHUH) uepes 15 MHUH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks: The Product conforms to ND/
[Ipumeuanwe: [Ipoaykt coorseTcTBYeT Tpebopanmam HJI

3aka

Conclusion: APPROVED /

wuenne: OJJOBPEHO

Prepared by / | Checked by / Approved by: Managcer/Exccutive /
Ioaroroeneno: Pravesh Rana [ " | Npoepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoauresns
b, <:L—;- Amit Kumar ."\/,//
i
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.06.2025 Jlara: 16.06.2025 Jara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5

00034, Telangana, India

Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A

el : +91 95168 56001-02

www.drredays.com

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

Ipoaykr: Keropon® Dkenpece (keTopoiak) TabieTKH, AHCIeprapyemble B 0J10¢TH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ’ Batch Quantity / 3600000 tab /

Cepusa Ne 8 VEOR O0nem cepuu " 3600000 Tab

Analytical Repovrt No/ - 040002962201 Date of Analysis / . 16.06.2025

AHanuTHyecKkuii oTyer Ne Jarta anaau3za -

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

JaTa npoH3BOACTBA T'open ao - ]

Mfg. License No. / . 0

ITponssoacTBeHHAs : MNB/05/263 S mumbr ) y EIE(O0466)=(BI=
Homep PY RU)

JHIeH3us Ne

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

Page 50f9/Crp. Su3z 9

T;.? Test / [TokasaTennb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTRYET A uniform suspension passing through a
JAucnepcHocTh 710 pm sieve is formed. / Obpasyercs
OOHOPOAHAS CYCNEH3UA, OPOXOMAILAs
CKBO3b CHTO C Pa3MepoM OTBEPCTUH
710 MKM.
7 Impurities / ITpumecn o
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / e 6onee 0,5 %;
ketorolac: / Hike npeneia o6Hapyxenus (ITO =
1-ruppokcuaHaior 0.0010 %)
KETOpoJaKa
1-keto analog of ketorolac / not more than 0.8 %; / e Gonee 0,8 %;
1-keToaHaNOr KETOpoaKa 0.06%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eAMHUYHASA 0.02%
HeuaeHTUHULPOBaHHAS
OpUMECH
total impurities / 0.1% not more than 1.0 %. / ue 6oxnee 1,0 %.
cyMMa Npumecei
8 Water content / 2.6 % Not more than 7.0 %. /
Conaep:kaHue BOAbI He 6onee 7,0 %.

Remarks: The Product conforms to ND/
pumeuanve: IIpoaykrt cooTreTcTByeT TpeboBaHusm HJL

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /

IMoarorosneHo: Pravesh Rana /

Checked by /
[poeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoautenn

( Amit Kumar

1 &‘l,[’- 5= /\///
Reprint Date / Reprint Date / Reprint Date / !
Hara: 16.06.2025 Jara: 16.06.2025 Hara: 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: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS _

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

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

I N

CEPTUOUKAT AHAJIN3A

i L01 NRQS0 BT
€1, TI1 JOLUU JOuUL Ve

www.drreddys.com

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

Ipoayxt: Keropon® Dxcnpece (KeTopoaak) Tab/IeTKH, Aicieprupyevble B HOJOCTH Pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / | Batch Quantity / 3600000 tab /

Cepus Ne ¢ V2501075 O0bem cepuu " 3600000 Tab

BmalytcaliReporGNoY/ - 040002962201 Date of Analysis /. ¢ 06 2025

AHandTHYeCKHi oTyer Ne JaTa anajuza ]

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

JlaTa npou3BoacTBa T'oxen 1o =

Mfg. License No. / ) o

ITpousBoacTBeHHAs : MNB/05/263 MA.numbers/ : S NODSOEIRCEE
Homep PY RU)

Juuen3us Ne

Analysis performed according ND: / Anaaus nposesen mo HJI: JITI-Ne(004669)-(PI-RU)-190224

Page 6 of 9/ Cvp. 6 n3 9

i.:) Test / 1lokasaTens Results / PesyabTaThi Specification / Hopma
9 Residual solvents / OcTaToyHble OpraHH4ecKHe pacTBOPUTE/H
Isopropyl alcohol / 18 pg/tab / Not more than 350 pg/tab. /
H3zonponaHon 18 Mkr B TabyeTke He 6onee 350 MKr B TabneTke,

10 | Microbiological purity*/ Mukpo6uosoruyeckas 4ucrora™

OOHOPOAHOCTD

JO03UPOBAHHBIX €AHHHUIL

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / ob1uee 9ucio He 6onee 10° KOE/T;
a3poOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o61mee uncno He Gonee 10> KOE/T;
IPOXKEBBIX M NJIECHEBBIX
rpubon
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T.
11 Uniformity of dosage units / 5.1 Acceptance value (4V) not more than

15.0 IToka3atens npuemiaeMoctu (AV)
JIoJKeH ObITH He Gonee 15,0,

Remarks: The Product conforms to ND/
Ipumeuauste: {Ipoaykr coorBeTcTByeT TpeboBanusam HJJ

Conclusion: APPROVED /
3axarwuenue: OJOBPEHO

Prepared by /

rf
IMonrorosneHo: Pravesh Rana (

s

Checked by /
Iposepeno: Pardeep Kumar
P

o

Approved by: Manager/Executive /
Omo6peHo: Menemxkep / Pykosoauresns

Amit Kumar /\/ ~
Jr———

Reprint Date /
Jara: 16.06.2025

Reprint Date /
Hata: 16.06.2025

Reprint Date /
Jata: 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: L.85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDiA

CEPTU®UKAT AHAJIM3A

[ R e T Bl e aTa s B 8 1o
g, T4l Zolur ovuL Lty

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Dxcnpece (keTopo.ak) Tabjuerky, Jucneprupyemsie B nojgocts pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne § VESDoE O61bem cepuu " 3600000 Tab

Analytical Report No/ - 040002962201 Date of Analysis / - 16.06.2025

AHaTHTHYECKHH 0TYeT Ne - Jara apannsa -

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

JaTa nmpon3soacTBa I'ogen no

Mfg. License No. / ] .

IIpou3BoacTBEHHAS : MNB/05/263 g numper: ;A GI =R
Homep PY RU)

anuen3usa Ne

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

Page 70f9/Crp. 7139

information leaflet in a carton
pack. / Tlo 10 Tabnetox B
6nucrepe w3z (ITA/AJI/TID ¢
piaronoraorurenieM/[I9BIT)
donwru // (I13/AJ1) donsru. Ilo
2 Onucrepa BMECTE C JIMCTKOM-
BKJIaJIbILIEM B nayky
KapTOHHYIO.

i.:) Test / [lokasaTenb Results / Pesyibrarst Specification / Hopma
12 Assay / KonnuecTBeHHoOe 9.9 mg/9.9 mr From 9.0mg to 11.0 mg of
onpejenenne (98.7 %) CisH1sNO3*C4sH1NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 10
11,0 mr Ci5H13NO3*C4H11NO3
(keroponaka TpoMmeTamuH) (ot 90,0 mo
110,0 % oT 3asBICHHOTO KOJUYECTBA) B
Tabnerke.
13 | Butylhydroxyanisole 0.0922 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0922 mr B Tabnerke He menee 0,042 Mr B TabneTke.
GyTHIrMAPOKCHAHU30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne ynakoBKH (PA/AL/PE with | desiccant/HDPE) 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. / TTo 10 Tabmetox B

6nucrepe u3 (ITA/AJI/ITD c
pnaronornotutenem/[I3BIT) donsru //
(IT13/AJ1) donbru. o 1 nnn 2 6nuctepa
BMECTE C JINCTKOM-BKJIaJblIEM B TMAuKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
Hpumeuasne: IIponykT cooTseTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Zakmwuenue: OJJOBPEHO

Prepared by / ]
IMonrotoeneno: Pravesh Rana %

Checked by /
[Tpoeepeno: Pardeep Kumar
1

<.__“-:-ll-— —

Approved by: Manager/Executive /
OnobpeHo: MeHemkep / Pykoponutens
Amit Kumar -

N~

Reprint Date /
Jara: 16.06.2025

Reprint Date /
Hara: 16.06.2025

Reprint Date /
Hara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 431 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO0A4507
www.drreddys.com
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Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS Tel - 461 95166 5600102
CEPTHOHUKAT AHAJIU3A |5 750 =000 > v
www.drrediys.com B
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopoa® Dkcnpecc (keropoaak) Tabaerku, Ancneprapyemple B monocrs pra, 10 mr ]
Market / PoiHox :Russia / Poccus
Batch No / - V2501079 Batch Quantity / 3600000 tab /
Cepus Ne ' O0Bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002962201 Date of Analysis / . 16.06.2025
AHanuTHYECKHIi 0TYeT Ne | JlaTa ananusa -
Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027
Jata npoM3BOACTBA T'ogen oo
Mfg. License No. / )
Ipon3soacTBeHHAS : MNB/05/263 S5 numbec:y g B VORI
Homep PY RU)
nunenzus Ne
Analysis performed according ND: / Anaaus nposegen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Ctp. 8 u3 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 MPENapaTa KOHTPOJIb Ka4ecTBa No nokaszaresto «Mukpoduoaornyeckas
YHCTOTA» NPOBOANTCS AJIsl Kaxkao# 20-ofi cepHH, MK AJ1st OAHOI cepuM B o, B 3aBUCHMOCTH OT TOr0, 4TO

HACTYIMUT paHble.

ITPI name / HanmenoBanne AD®C:

Ketorolac tromethamine / KeTtoponaka TpoMeTaMHH

| INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Howmep cepun npoussoguteaa ADC:

ABSH001109, ABSH001016

FP Manufacturer API Batch number /
Homep cepuH cyGcTaHIHH NPOM3BOAHTEJIA
TJPD:

FESA00158, FESA00165

API Manufactured by & country /
Ipoussogurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlabopatopuc JIta., Unaus

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

HaumMeHoBanue, ajpec, JHUEH3HS A
IIpousBoacTBenHas njomwanka / Ilnomanka
xkoHTpoJs KadecTra / [L1omaaka BeImycka

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

II-p Penau’c Jlaboparopuc JIta., Manus, IlpoussoacTeeHHoe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poya, bannu, Jluctpukr
Conan, X.I1., 173205, Ungusa (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 /
Zakawuenue: OJJOBPEHO

Prepared by / /
ITonrororneno: Pravesh Rana /{

F

Hpumeuanse: Hpoayxr coorseTcTBYET TpeboBaHusaM HJI
| Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnpobpeHo: Menemkep / Pykopoanteb

Amit Kumar A
N
L x =

= —

Reprint Date /
Jata: 16.06.2025

Reprint Date /
Harta: 16.06.2025

Reprint Date /
JHata: 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: L85195AP1984PLC0O04507
www.drreddys.com




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

@
DT. Reddy’s ‘... vill. Khol, Nalagarh Read, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS "7 0 L'l

HL= L DO lUY U

CEPTH®UKAT AHAJM3A oo ooec o

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keroposak) TabaeTkH, AHCHEpIHpyeMble B MOJ0CTH pTa, 10 mr 1
Market / Poinok :Russia / Poccus
Batch No / - V2501079 Batch Quantity / : 3600000 tab /
Cepusn Ne O0beM cepHH 3600000 Tab
Analytical Repo:'t No/ - 040002962201 Date of Analysis / . 16.06.2025
AnaaurudyeckHu orger Ne JaTa aHaJan3a -
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npoH3BOACTBA Tonen go B
MR Liccuce T : ' MA number: / . JITI-No(004669)-(PT -
I pouzBoacTBeHHAs : MNB/05/263 :

Homep PY RU)
aunenszust Ne |
Analysis performed according ND: / Ananu3 npoBeaeH no HJ: 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».

3aK/II0YenHe 0 cOOTBETCTBHH: «HacToAIUM s IOATBEPKAAI0, YTO NpHBECHHAs BBIIIE MHQOPMAIIHS SBISCTCS
JOCTOBEPHO} M TOYHOM. DTa cepHsi MPOAYKUMHM NPOHM3BEIeHa (BKJIIOYAs YNAKOBKY (MapKHPOBKY) H KOHTPOJb
KAuecTBa) HA BHINEYKA3aHHOW NPOM3BOACTBEHHOHM IuTomanke (IIOWAnKax) B IIOJHOM COOTBETCTBHH C
TpeGoBanuaME TIpaBui Ha/UTeXalleld IPOM3BOACTBEHHON NPaKTHKKM EBpasMiCcKOro 9KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) 1 TpeOOBaHUAMH KOHTPOJIS Ka4eCTBA JIEKAPCTBECHHBIX CPEACTB,
a TaKKe B COOTBETCTBUH CO CIENM(PUKAIUIMH, COJCPKAMUMHUCI B PErHCTPATHOHHOM JOCHE CTPaHBI-UMIIOPTEPA.
34IHCH 10 IPOU3BOJCTBY, YIAKOBKE H aHATH3Y [IPOBEPEHBL, X YCTAHOBIEHO HX COOTBETCTBHE TpeOoBaH MM [IpaBmi
HaJIe)Xallel MPOU3BOACTBEHHON NPaKTUKK EBPa3sUiiCKOro 3KOHOMHUYECKOIO COX03ay.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumedanne: [Iponykt cooTBeTcTBYET TpeboBanuam HJT 3axmouenne: OJJOSPEHO
Prepared by / . | Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pravesh Rana / ITposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoaunrens
; Amit Kumar A
a{' - J__ S /\//
Reprint Date / Reprint Date / Reprint Date/
Hara: 16.06.2025 JHata: 16.06.2025 Hara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telarigana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85125AP1984PLC0O04507
www.drreddys.com




