Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vilt. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Keropoa® Dxcnpecc (keToposak) TaGrerku, ancneprupyeMble B nojocru pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne | MEDE0E O06bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002953626 Date of Analysis / . 31.05.2025

AHaguTHYecKHii oTueT Ne JlaTa aHaJIH3a

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

JaTa npoM3BOACTBA Toaen mo

Mfg. License No. / ] .

IlponsBoAcTBeHHAS - MNB/05/263 NI murbers / : JI=N:(004662)~Er=
Homep PY RU)

Junensust Ne

Analysis performed according ND: / Anasiu3 nposeaeH no Hﬂ_: JII-Ne(004669)-(PT-RU)-190224

Pagelof9/Crp.1m39

side. / Kpyrible miockue
tabnetku ¢ dackoi, ceeTno-

«l» Ha ofHOl CTOpOHE.

tablets with "|" debossed on one

JKEJITOrO 1IBETA C I'paBHpOBKOﬁ

i.g Test / Iloka3aTesb Results / Pe3yabTaThl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrneie
muockue TabneTku ¢ ¢ackoi, CBeTno-
XKEJITOTO IB€Ta C IpaBUpOBKOH «l» Ha
OJIHOH CTOPOHE.

2 Identification / UaenTuduxanus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(* 2nm). / YP-cnexTpsl NOIIOILIECHUSA
UCIOLITYEMOTO pacTBOpa H  pacTBopa
cTaHmapTHoro  obpasua  KeTopoJaka
TpOMeTaMHHa JIOJDKHBI HUMETb
MaKCHMMYMBI [IpY OJHON M TOH Xe IUuHe
BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: poxykT coorsercTByeT TpeboranuaM HJJ

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoarorosnedo: Rama Kant

Dt
M‘f /
Reprint Date /

Jara; 31.05.2025

Checked by /
ITpoeepeHo: Pardeep Kumar

i

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

Reprint Date /
Jara: 31.05.2025

Amit Kumar - {\ /;
Reprint Date / '

Jara: 31.05.2025

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 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 : +51 93166 56001-C2

CEPTUDOUKAT AHAJIW3A

wwwv.arreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropos® Jkcnpecc (keTopoak) TabaeTku, JuceprupyeMoic B I0J0CTH pra, 10 mr

Market / Poinok ‘Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne 8 V2301070 O0BeM cepuu " 3600000 Tab

Analytical Report No/ - 040002953626 Date of Analysis / . 31.05.2025

AuaguTHaecKHi oTyeT No Jara anaauza

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

Jara npoH3BOACTBA Tonen no

Mfg. License No. / .

IlpousBoacTBEHHAS : MNB/05/263 SN O / : JIE=NE(003569)- (T~
Homep PY RU)

aHues3us Ne

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

Page2 of 9/Crp. 2 139

No

No Test / Iloka3aTeb

Results / Pe3yabTaThl

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 ynepxusaHus
OCHOBHOTO IMKa Ha XpoMmarorpamMe
HCTIBITYEMOTO pacTeopa JIODKHO
COOTBETCTBOBATh BPEMEHH yJePKUBAHUA
OCHOBHOIO ITMK4 Ha XpoMaTorpaMme

pacTBopa CTaHAapTHOTO
KeTopoJlaka  TpoMeTaMuHa
«KonuuecTBeHHOE OTpe/IeieHUEY).

Remarks: The Product conforms to ND/
IMpumeyanue: [poaykt cooreeTcTBYET Tpeboraunam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
[MoarotorneHo: Rama Kant ITporepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens
Amit Kumar

4 )
\ Reprint Date /
Jata: 31.05.2025

Reprint Date /
Jata: 31.05.2025

Reprint Date /
Jara: 31.05.2025

Registered Office: 8-2-337,

Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, email: mail@drreddys.com
CIN: L85195AP1984PLC0OD4507

www.drreddys.com

obpasua
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Dr. Reddy's Laboratories Ltd.
Farmulation Unit-6

Qe
Dl'. Reddy,s ‘... vill. Khol, Nalagarh Road, Baddi,

Distt. Soian, H.P.,, 173 205, iNDIA

CERTIFICATE OF ANALYSIS ei: 791 95166 56001-G2
CEPTUP®UKAT AHAJIM3A www.drieddys.com

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

IIponykr: Keropon® Jkcnpecc (keToposiak) Tab1eTKH, AHCIeprapyeMble B 010¢TH pra, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne : V2501070 O6bem cepun " 3600000 Tab

Analytical Repog‘t No/ . 040002953626 Date of Analysis / - 31.05.2025

AHajguTH4ecKHH oTueT No Jara anaauza

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

JaTa npoH3BoacTBa I'onen o

Mfg. License No. / . .

Ilpon3BoacTBEHHAs : MNB/05/263 polgpl Ll . JII-Ne(004669)-(PT-
Homep PY RU)

Jaunen3ns Ne

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

Page3of 9/ Crp.3 w39

1}2 Test / [IokasaTennb Results / PesynbTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpoxcuarnuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the rctention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole
content” section). / Bpewmena
yIaepKUBaHUS [MHKOB
2-6yTWITHAPOKCHAHU30J1a H
3-0yTUNTMAPOKCUAHU301a Ha
XpOMaTorpamMmMe HMCIBITYEMOTO pacTBOpa
IOOIKHEI  COOTBETCTBOBAaTh  BpEeMeEHaM
YAEPKUBaHHUS TIHKOB
2-6yTUITHIPOKCHAHHU30JIa U
3-GyTWITHIPOKCHAHN30TIa Ha
XpoMarorpaMMme pacTBopa CTaHAApTHOro
obpasia Oy THIrHApOKCcHaHu3ona (paszaen
«CognepxaHue
OYTWITHIPOKCHAHU30IIa»).

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

IMpumeuanue: Ilponykt cooTBeTcTBYeT Tpebopanuam HJI 3axmouenune: OJJOBPEHO

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

ITonrorosneno: Rama Kant ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonurens

M p Amit Kumar s
Bt e po
Reprint Date / \ Reprint Date / Reprint Date / ;
Hara: 31.05.2025 JlaTta: 31.05.2025 Hara: 31.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hydcrabad - 500034, Telangana, India ‘
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com |

CIN: L85195AP1984PLCOU4507
www.drreddys.com N



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, A.P., 173 205, iNDIA

Tal - 0 DG TENNT 0D
el : +01 58166 56001-02

CEPTUDPUKAT AHAJIM3A

wwiv.darreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dxenpece (keroposiak) TabjeTkH, JHCIIeprupyemMble B M0J10CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne il e O6beM cepHH " 3600000 Tab

Analytical Repo:‘t No/ - 040002953626 Date of Analysis / - 31.05.2025

AHaguTHYecKHil oTueT No JlaTta apanu3a

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

JlaTa npoH3BOACTBA Toxen go

Mifg. License No. / .

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

Jnnensust Ne

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

Page40of9/Crp.4u39

i:) Test / IlokazaTesb Results / Pe3ynsTaThl Specification / Hopma
3 Average weight / Cpeanss 69.4 mg / 69.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca : Ot 67,2 mr o 72,8 mr (70,0 mr = 4,0 %).
Complies / CoOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OnHOPOAHOCTE Macehl 2/20 tablets - not more than + 20 %. /
18/20 rabGnerok — He Oonee = 10 %;
2/20 TabneTok — He Gonee £ 20 Y.
4 Disintegration time / 00 min 22 sec / 00 mun 22 cek Not more than 3 min. / He 6onee 3 muH.
Pacnanaemocthb
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. Ci15sH13NO3*C4H 1 1NO3 (ketorolac
Unit-2 / Ta6n-2 g tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 101 % 75 % Q CisH1i3NO;3*C4H1:NO3
. (keTopoJjiaka TpoMeTaMHH) Yepes 15 MUH.
Unit-4 / Tabn-4 102 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks: The Product conforms to ND/

IMpumeyanue: [IpoaykT coorseTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Jarta: 31.05.2025

Jara: 31.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Rama Kant IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosonuresns
| Amit Kumar .
/ '\"-.\:-—-——; /\-—/ //
Reprint Date / \ Reprint Date / Reprint Date / |

Hara: 31.05.2025

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: L85195AP1984PLCOU4507

www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

1 e NN s la e )
Tel : +51 56166 5600%-02

CEPTUOUKAT AHAJIM3A

wwiv.drreddys.com

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

Ipoaykt: Keropoa® Dxcnpece (keTopoaak) TabieTkn, Jucneprupyemble B nojaoctu pra, 10 mr

Market / Prinok :Russia / Poccusn
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne #V2501070 O6Bem cepun " 3600000 Tab
Analytical Repo\}‘t No/ . 040002953626 Date of Analysis / . 31.05.2025
AHagnTHYecKHiT oTueT No JlaTra aHann3za
Date of Manufacture / . 05/2025 Date of Expiry / - 04/2027
Jara npouzBoacTea Toxen 1o
M. License No. / | MA number: / - JTII-Ne(004669)-(PT-
IIponsBoacrBeHHAN - MNB/05/263 :

Homep PY RU)
JuneH3us Ne

Analysis performed according ND: / Auanun3 nposeaex nmo HJI: JITI-Ne(004669)-(PI"-RU)-190224

PageSof 9/Cyp.Su3z 9

Couepmal-me BOIbI

1;.00 Test / Hoka3arennb Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
HAucnepcHocThb 710 um sieve is formed. / O6pasyercs
OIHOPOJAHAs CYCIIEH3MA, NPOXOIsas
CKBO3b CHTO C pa3MepoM OTBEPCTHI
TIN sevran
i/ Impurities / Ilpumecu
1-hydroxy analog of 0.0038% not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: /
1-ruppoxcuaHanor
KeTopoJiaKa
1-keto analog of ketorolac / . not more than 0.8 %; / ve Gomnee 0,8 %;
1-KeToaHaNor KeTopoakKa 0.05%
unidentified impurity / not more than 0.5 %; / ye 6omnee 0,5 %;
eIHHIY Has 0.02%
HeHAeHTUGUIMPOBAHHAS
npUMech
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
cyMMa TpuMecei
8 Water content / 2.2 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
[Npumeuanue: [Ipoaykr coorsercTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
Zakarouyenne: OJOBPEHO

Prepared by /
ITonrorosiedo: Rama Kant

okt

Checked by /
Ipoeepeno: Pardeep Kumar

" .

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykoponurens

Amit Kumar (.
N

Reprint Date /
Jara: 31.05.2025

Reprint Date /
Jata: 31.05.2025

Reprint Date / '

Jara: 31.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2599, Email: mail@drreddys.com
CIN: L85195AP1934PLCOUASCT

www.drreddys.com



Dr.Reddy’s €

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

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

sl iarataliBialel

CERTIFICATE OF ANALYSIS ¢ : 791 50166 5056162

CEPTUOPUKAT AHAJIM3A

wwyv.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykTt: Keropoa® xcenpece (keroponax) TadaeTkn, Jucneprupyembie B noaoctn pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusn Ne - V2501070 O0bem cepuH © 3600000 Tab

Analytical Repourt No/ . 040002953626 Date of Analysis / . 31052025

AHajiHTHYecKHUil oT4eT No Jlara ananmnza

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

Jara npoHu3BoacTBa T'onxen go

Mfg. License No. / . .

IIponsBoacTBeHHANA : MNB/05/263 MA number: / y I=NS(004869)-(Fle
Homep PY RU)

Jumen3Ha Ne

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

Page 6 of 9/ Crp. 6 139

1;.2 Test / [lokasaTenn Results / PezyabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OPraHM4ecKHE PACTBOPUTENH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
H3zonponanon 6 MKT B TabseTke He Gonee 350 Mkr B TabNeTKE.

10 | Microbiological purity*/ MukpoGuoJsiornyeckasi Y4ucToTa™

OaHopoaHOCTB
JA03UPOBAHHBIX €AHHHULL

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / oblee YuCiIo He 6onee 10° KOE/r;
a3poOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o61ee Yuco He Gonee 10? KOE/r;
JPOMCKEBBIX U TUIECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T.
11 Uniformity of dosage units / 53 Acceptance value (4V) not more than

15.0 INokazarens mpueMieMocty (A7)
JoJpkeH ObITE He Gonee 15,0.

Remarks: The Product conforms to ND/

IMpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IMToarorosneno: Rama Kant

Qe

Checked by /
ITporepeno: Pardeep Kumar

h)
. -

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBonurens

Amit Kumar \
i

Reprint Date / \
Jara: 31.05.2025

Reprint Date /
Jara: 31.05.2025

Reprint Date /
Hara: 31.05.2025

Registered Office: 8-2-337,

Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2499, Email: mail@drreddys.com
CIN: L85195AP1984PLCOU4507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.
Foermulation Unit-6
Vill. Khol, Nalagarh Road, Badd;,
Distt. Sofan, H.P.,, 173 205, iINDIA
CERTIFICATE OF ANALYSIS  71e!: 51 58168 56001-02
CEPTUPHUKAT AHAJIU3A wwiwv.drreddys.com

Dr.Reddy’s Q%

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keroposak) Taf1eTKH, JHCHIEprupyemMble B NOJI0CTH pra, 10 mr
Market / Prinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepns Ne 205070 O6bem cepun " 3600000 Tab

Analytical Repo\}‘t No/ - 040002953626 Date of Analysis / . 31.05.2025

AHaauTH9ecKHH oTueT Ne Jlara aHaau3za

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

JlaTa npoH3BOACTBA I'onen no

Mifg. License No. / . .

ITpoun3BoicTBEeHHAA : MNB/05/263 MA number: / : JIHI-Ne(804665)-(PT-
Homep PY RU)

JUneH3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JIIT-Ne(004669)-(PI'-RU)-190224
Page 70f9/Crp.7n39

. Test / [lokasaTe/ib Results / Pe3ysbTaThl Specification / Hopma

No

12 Assay / KosnuecTBeHHOe 99mg/99 mr From 9.0mg to 11.0 mg of
onpegeeHue (98.6 %) Ci5H13NO3°C4H;1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
1 1,0 Mr C15H13NO3'C4H1 1NO3
(xeroponaka TpomeramuH) (ot 90,0 nmo
110,0 % ot 3asBIEHHOTO KOJHYECTBa) B
TabneTke.

Not less than 0.042 mg/tab. /
He menee 0,042 Mmr 8 Tabnetke.

13 Butylhydroxyanisole
content / ConepxaHue
OyTHIArHAPOKCHAHU30J1a

0.0968 mg/tab /
0.0968 mr B TabseTke

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or

14 Package description / 10 tablets in a Dblister of
Onucayue ynakoBKH (PA/AL/PE with

desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6muctepe w3 ([TA/AJUIIS ¢
prnaronoriaoturenem/I19BIT)
domsru // (I13/AJ]) ¢poneru. Ilo
2 6aucTtepa BMECTE C JINCTKOM-
BKJIaJbIIIEM B nayKy
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / ITo 10 tabnetok B
omuctepe u3 (TTA/ATVTID c
pnarorornoturenem/I19BIT) donsru //
(I13/AJT) doneru. Io 1 wiu 2 6nucrepa
BMECTE C JIMCTKOM-BKJIAJbILIEM B MauKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

Ipumeuanue: [Ipoaykt cooTBeTcTBYET Tpebopanusam HJI

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
Ilonrorosneno: Rama K. nt .,\~
\ al

Checked by /
IMposepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PyxoBonuresns
Amit Kumar [\ i

Reprint Date /
Jlara: 31.05.2025

Reprint Date /
Jara: 31.05.2025

Reprint Date /
Jara: 31.05.2025

Registered Office: 8-2-237, 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

@
Dl’. ReddY’S ‘.... Vill. Khol, Naiagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS .
CEPTUPUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon® Ikenpece (keToponak) TabaeTkH, AHCOeprupyemMbie B M0JI0CTH pra, 10 mr
Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne + V2501070 O6bem cepuu " 3600000 Tab
Analytical Report No/ . 040002953626 Date of Analysis / . 31.05.2025
AHanuTHYeckHii oTuet Ne JlaTa aHAJIH3A

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jara npou3BoOAcTBA T'open g0

Mifg. License No. / . .
I[MpouszBoacTBeHHAS : MNB/05/263 SL NI : PHI=N(O04G02)= (BT

Homep PY RU)

JHIeH3HA No

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

Page8 of 9/ Ctp. 8 m3 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 BLIMyCKe JIeKaPCTBEHHOrO MpenapaTa KOHTPOJIk KavyecTBa N0 NoKa3aTento « MHKpobuoaoruyeckas
YHCTOTA» MPOBOAMTCS s Kaxaoi 20-ofi cepun, HIN AJIsl OJHO# CEPHH B IO, B 3aBUCMMOCTH OT TOr0, 4TO
HACTYNUT paHbUIe.

API name / HanmenoBanne ADC: Ketorolac tromethamine / Ketoposiaka TpoMeTaMHH

INN/ MHH: Ketorolac / Keropomnax

API manufacturer batch number / ABSHO001109, ABRH009903

Homep cepun npounssogurens ADC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTaHIXMH NPOM3BOAKTEIA FESA00158, FESA00034

I'JIP:

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

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) /

HaumMeHoBaHHe, apec, JHIECH3HA A I-p Pennu’c JTaboparopuc JIta., Maaus, ponssoncreenHoe
IIpoun3BoacreenHas niomagka / Ilnomanxka noapasaenenue-6, Bunn. Kxoss, Hanarapx Poyn, bagau, JJucTpukr
KOHTPOJIA KayecTsa / [lomanka BeIycKa Conan, X.I1., 173205, Uupus (;unedsus 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 /
ITpumeuanue: [IpogykT cooTBeTCTBYET TpeboBanuaM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant IMpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoauTesb
w t Amit Kumar N

e —— ‘/\‘/ (//
Reprint Date / Reprint Date / Reprint Date / '
Hata: 31.05.2025 Hara: 31.05.2025 Jara: 31.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, 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 Laboratories Ltd.
.. . Formulation Unit-6
@ Vill. Khol, Nalagarh Road, Baddi,
3 Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel: +91 98166 556001-02

www.drreddys.com

Dr.Reddy’s Q

CEPTUPUKAT AHAJIN3A

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

IpoaykT: Keroposn® Dxcnpece (keropoaak) TabaeTky, AncmeprupyeMbie B nojoctu pra, 10 mr
Market / Poinox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne - V2501070 O0bemM cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002953626 Date of Analysis / . 31052025
AHajguTH YecKniil oTyeT Ne Hdara ananu3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027
JaTta npou3BoaCTBa Toaen no

Mfg. License No. / . .
IlponsBoacTBeHHAs : MNB/05/263 MA number: / , IENSOIA660)=(RT=

Homep PY RU)

Juien3us Ne

Analysis performed according ND: / Anann3 nposegen nmo HJT: 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».

3aKoueHHe 0 co0TBeTcTBHH: «HacToAIUM g TOATBEPXK/IA0, YTO IPUBEICHHAs BhIIE HHOOPMALIHUA SBIAETCA
JIOCTOBEPHOM M TOYHOH. DTa CepHs HMPOLYKUHMH IpOHM3BeAeHa (BKIIOYAs yNaKOBKY (MapKHpPOBKY) H KOHTDOJIb
KadecTBa) HA BBHIIEYKA3aHHOM IPOU3BOJCTBEHHOM IUIOIMAAKe (MIOIIAAKaX) B IIOIHOM COOTBETCTBHH C
TpeboBanuaMH [IpaBui Hajtexamneif mpoM3BOACTBEHHON MpakTHKH EBpa3milcKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) i TpeOOBaHUAMU KOHTPOJLA KaYeCTBa JICKAPCTBEHHBIX CPEICTB,
a TaloKe B COOTBETCTBUM CO CIENMM(DHUKANMSIMHE, COAEPKAIMUMUCI B PETUCTPAMOHHOM JNOCHE CTPaHBI-UMITOpTEpa.
3ammcy Mo IPOM3BOJICTBY, YIIAKOBKE U aHAINM3Y IPOBEPEHBL, H YCTAHOBJIEHO MX COOTBETCTBHE TpeboBarHusM I IpaBui
HaJJIeXanei Tpou3BOACTBEHHOH IPaKTUKY EBpasHiicKOro 3KOHOMHYECKOI'O COHO3a.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITpoaykr coorpercTByeT TpeboBanusm HJ| 3axarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Rama Kant Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykoroauressb
f Amit Kumar

Ay — pets
Reprint Date / \ Reprint Date / Reprint Date /
Jara: 31.05.2025 Jara: 31.05.2025 JaTa: 31.05.2025

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: L85195AP1984PLCO04507
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