Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

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

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

WO S31R5 S5003-07

CEPTUPUKAT AHAJIM3A ~ Tel:ieies

ot gjresioys COHT =
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: _Igeropo.n‘D Oxcnpecc (KeTopoiiak) TabJeTky, Jucneprupyemsie B MOJI0CTH PTa, 10 mr
Market / Poiiok :Russia / Poccua
Batch No / . Batch Quantity / 3600000 tab /
Cepusi Ne gL o O6beM cepiH * 3600000 Tab
Analytical Repo:‘t No/ . 040002904691 Date of Analysis / . 28.04.2025
AHanurudeckni oTyer Ne Jara aHanu3a
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027
Hata npou3BoaCcTBa Togen po |
Mig. License No. /
IIpoussoacrBeHnas : MNB/05/263 e i e aC

Homep PY RU)

JTHueH3nsa No

Analysis performed according ND: / Anaans nposejien no HJI: JITI-No(004669)-(PT'-RU)-190224

Pagelof 9/Crp.1u39

I;;: Test / [ToxasaTeanb Results / Pe3ynbTaThi 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. / Kpyrnsie
side. / Kpyrasie nnockue mnockue Tabnetkn ¢ QackoH, ceetno-
TabneTky ¢ packoii, creTo- JKEITOrO I[BeTa C IPaBHPOBKOM «|» Ha
YEJITOrO LBETA C [PABHPOBKOM OJHOH CTOPOHE.
«l» Ba OFHOH CTOPOHE,
2 Identification / MaenTudukaumns
Ketorolac / Kemoponax Complies / CoOTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine slandard solution
should have peaks at the same wavelength
(= 2nm), / Y®-coekTphl NOITNOLUEHHA
MCOLITYEMOTO  pacTBOpa M pacTBOpa
craHmapTHoro  ofpastia  KeToposaka
TpoMeTaMyHa TLOJDKHBI HMeTh
MaKCUMYMBI TIPH OIHOM 1 TOH Xxe AnuHe
BOJIHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: IIpoaykT coogBercryeT TpeboBanusam HJL 3axnouenne: OJJOBPEHO

Prepared by /
IMoarororneno: Pravesh Rana

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Meunemxep / PymBo Hress

f Pavan Kumar Sharma
C_ﬁ-———f"""
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.04.2025 Jara: 28.04.2025 JHata: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




'.“ . Dr. Reddy's Laboratories Ltd.
’ . . .
Eormulation Unit-6
Dr. Reddy . * Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUO®HKAT AHAJIU3A Tel . +51 88166 56001-02

{rrpnive cnn

Product : Ketorol Express (ketorolac) Orally DisintegratixE Tablets 10 m_g_
Opoaykr: Keropon® Jxenpece (keroponak) TabNeTky, ANCHeprapyemsie B nojnoern pra, 10mr

Market / PoiHOK ~ :Russia/Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus No AL, O6bem cepHH " 3600000 Tab

Anmalytical Repourt No/ . 040002904651 E Date of Analysis / . 28.04.2025

AHanuTnyecKHH oTyer Ne HMarta anajnuza

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

Jata npoH3BoACTBA Fomen no

Mfg. License No. /

IlpouzsoacTBeHHAS : MNB/05/263 R umbeey ; AILAEEL 3 ) L
Homep PY RU)

JHUeH3HsA No

| Analysis performed according ND: / Anasnus nposenen mo HJI: JIHI-Ne(004669)-(PI'-RU)-190224 o
Page2of9/Crp.2u39

No |

N Test / [TokaszaTens Results / Pe3ynbTaThbl 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
OCHOBHOTO TMHMKa Ha XpoMaTorpamme
UCIBITYEMOTO pacrsopa JOJIKHO
COOTBETCTROBATh BPEMEHU YAECPKHUBAHUA
OCHOBHOTO IMKAa Ha XpoMaTorpamMMe
pactBOpa CTaHJApTHOTO obpasna
KeToponaka  TpOMeTaMMHa  (pazgpen
«KonM4ecTBEeHHOE ONpPeNeIEHUED).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumedanue: [IponykT coofBeTcTBYeT TpeboBanuaM HJT S3axnwgenune: OJOBPEHO

Prepared by / h Checked by / ; Approved by: Manager/Executive /
[Toaroroeneno: Pravesh Rana I[Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBomiresins
Pavan Kumar Sharma o

—— -
— e

T4t . !F:._,"

=
Reprint Date / Reprint Date / Reprint Date /
Jata: 28.04.2025 Jlata: 28.04.2025 Hara: 28.04.2025

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: LYY 1Y5AP1884PLCO04507
www . drreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS Distt

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

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

i:£91 88165 55001-07

CEPTHOMKAT AHAJIH3A ~ '©° =-°0-7" ="

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr; Keropoa® Dkcnpece (keroposak) Tabaerxkn, Ancneprapyembie B N0J0CTH Pra, 10mr 9

Market / Poigok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepust Ne R O6bem cepun " 3600000 Tab
Analytical Repo:'t No/ . 040002904691 Date of Analysis / . 28.04.2025
AHaJHTHYECKHN o0TUeT Ne JaTa ananun3sa

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

Jara npon3BoacTBa T'ogen o

Mfg. License No. /

IIpou3BoacTBEHAAS - MNB/05/263 EA nun;:l))’er. / : gH-N9(004669)-(PF-
anuenzuna Ne omep U)

“Analysis performed according ND: / Ananuz nposeaen mo HJI: JITI-Ne(004669)-(PI-RU)-190224

Page3 of 9/ Crp. 3 n3 9

N
_N:_: Test / Tloka3zarenb Results / PesynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The relention times of 2=l
Bymunzudpoxcuaruzon butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisolo and 3
butylhydroxyanisole - peaks ~on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / Bpemena
yIOepXUBAHUS IIHKOB
2-0yTHITHOPOKCHAHN301a H
3-6yTIIrMAPOKCHAHH3ONA Ha
XpOMarorpaMme HCMbITYEMOrO pacTBopa
JOJKHBl  COOTBETCTBOBATE  BPEMEHAM
yAEpPXKUBaHUA MHKOB
2-6yTHITHAPOKCHAHU30J1a %}
3-6yTHWITHAPOKCHAHHU30JIA Ha

XpOMaTorpaMMe pacTBopa CTaHAapTHOro
ofpa3ua 6yThiaruapoxcHanyuzona (pasgen
«ConepxaHne
OYTH/ITHAPOKCHAHH30JIAN).

Remarks : The Product conforms to ND/
Tpumeyanse: [IponykT coopaercTayet Tpebosanusm HII

Conclusion : APPROVED /
Barmwoyenne: OQJJOBPEHO

Prepared by / -
TToarororneno: Pravesh Réna

Checked by /
Ipoeepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosognTess
Pavan Kumar Sharma :

e

/':

. e
;_.th— ==

Reprint Date /
Jara: 28.04.2025

Reprint Date /
Jara: 28.04.2025

Reprint Date /
JlaTa: 28.04.2025

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. LBDlQDAE‘lDBM‘LCOOﬂEO?

www.drreddys.com




Dr.Reddy’s ‘j‘:‘

Dr. Reddy's Laboratories ttd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA

CEPTHPHUKAT AHAJIM3A

Tel ;491 96165 55001-C2
s dereddvs calr - |

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Jxenpece (keToponak) TabaeTku, AUCHeprupyeMbie B NoJocTH pra, 10 mr

 Market / PotHOK ‘Russia / Poccus -
Batch No / , Batch Quantity / ~ 3600000 tab /
Cepusa No ES O6BbeM cepuH " 3600000 Tab
Analytical Repo:’t No/ . 040002904691 Date of Analysis / . 28.04.2025
AHanuTHYecKHH oTyeT Ne Hdata anaansa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa npon3BoacTBA T"open no
Mfg. License No. / K .
TIponsEoICTBENHAN . MNB/05/263 M mumber: / DL SE00) (RIS

Homep PY RU)

Junen3ns Ne

Analysis performed according ND: / Anaaus nposexen mo HJI: JIII-N2(004669)-(PI'-RU)-190224 u

Paged of 9/Crp. 413 9

OaHopoAHOCTb MACChI

i:) Test / TloxasaTenb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeanas 69.8 mg / 69.8 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr a0 72,8 mr (70,0 mr = 4,0 %).
Complies / CooTBeTCTBYET ;
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than + 20 %. /
18/20 1abuerox — He Oonee =+ 10 %;
2/20 TabneTtok — He Bonee + 20 %.

4 Disintegration time /

00 min 12 sec / 00 muu 12 cex

Not more than 3 min. / He 6onee 3 MuH.

[pumeyanue: [Tponykr coogsercrayer TpeGopanmaM HII

Pacnapaemocthb
5 Dissolution / PacTBopeHne Unit-1 / Ta6n-1 99 % Not less than  75% (Q) of
. . C15H;3NO3°C4sH | INO3 (ketorolac
Unit-2 / Tabn-2 99 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 106% | 75% Q) C15sH13NO3+C4H; INO;
. (xeTopoJsiaka TPOMETaMHH) depe3 15 MUH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 104 %
Unit-6 / Tabn-6 101 %
|+
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zaxarouenune: OMNOBPEHO

Prepared by / ) Checked by /
Ionrorosneno: Pravesh Rana

¥

ITpoBepeHo: Par'decp Kumar

Approved by: Manager/Executive /
| Onobpeno: Menemxkep / PykopoauTesns
Pavan Kumar Sharma P

L,L//

Reprint Date /

Reprint Date /
Jara: 28.04.2025

Jlara: 28.04.2025

Reprint Date /
Jara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teldngana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85 195AP1384PLCO04507
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

Dr. Reddy's Laboratories ttd.

Formulation Unit-6
vill. Khol, Natagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA

CEPTHOUKAT AHAJTHU3A

el ;451 93165 56001-02

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

Iponyxr: Keropon® Sxcnpece (keropojiak) raliaerki, Ancnepripyesibie B NoJI0CTH pra, 10

r

|

Market / PoiHOK :Russia / Poceus g

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepns Ne i O6beM cepuu * 3600000 Tab

Analytical Report No / . 040002904691 Date of Analysis / . 28.04.2025

AmanuTudecknii oryer No Jara anaansa

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

Jata npor3sBoAcTBA Tozen 10

Mfg. License No. /

IIpou3BoAcTBEHHAS : MNB/05/263 e Il : SRR S
Homep PY RU)

JIHUeH3HsA No

Analysis performed according ND: / Anaaus npoesen no HUL: JITI-Ne(004669)-(PT-R 1)-190224

Page 5 of 9/ Crp. S u3 9

i? Test / ITokasaTeib Results / PesyabTatsl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a
HAucnepcHocTsh 710 pm sieve is formed. / O6pasyercs
OfHOpOAHAS CYCMeH3Us, NpOXOAAILAs
CKBO3b CHUTQ C pa3MepOM OTBEPCTHIi
710 MKM.
1
7 | Impurities / IIpumecu
Thydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %,;
ketorolac: / / Hibke mpegena
l-ruapoxcHaHanor KOJIMYECTBEHHOTO OTIpeaeneHuUA
KETOpoJaKa (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.02% not more than 0.8 %; / He Gonee 0,8 %;
1-keToaHanor KeTopoaka
unidentified impurity / 0.02% not more than 0.5 %; / ve 6onee 0,5 %;
e AMHWYHAsA i
HeHAeHTHOULPOBAHHASA
npuMech
total impurities / 0.0415% not more than 1.0 %. / ve donee 1,0 %.
cyMMa npuMecei
8 Water content / 24 % Not more than 7.0 %. /
CopepxaHie BOAbl He Gonee 7,0 %.

Remarks : The Product conforms to ND/
Tpumeuanue: [ponykTt cooTpeTcTByeT Tpebopanusm HJL

Conclusion : APPROVED /
3axmuente: OJOBPEHO

Prepared by / ’
IMoarorosneno: Pravesh Rana

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoauteib
Pavan Kumar Sharma

o

Reprint Date /
Hara: 28.04.2025

Reprint Date /
Jara: 28.04.2025

Reprint Date /
Hara; 28.04.2025

Registered Offic
Tel: +91

e: $-2-337,

Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com

CIN: L85195AP1984PLELUASY/
www.drreddys.com

e f’f‘;'//




Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS 0Distt- 502
CEPTHOUKAT AHAJTH3A

Dr. Reddy's Laboratories Lid.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
n, H.P., 173 205, INDIA

Tel : +o1 _JI.J.I.GI 56 001 0z

s, drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixenpece (keropoak) Tabierks, AUcHeprupyesbie B NOA0CTH P14, 10 MI

Market / PoinoK :Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab /

Cepus Ne a\ PN 061em cepus ‘3600000 Tab

Analytical Repourt No/ . 040002904691 Date of Analysis / . 28.04.2025

AdanuTrYecKHii oTyer Ne IMata aHaau3a

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

Jara npoussojcraa Topen no

Mfg. License No. / . o

IpousBoacTBEHHAN : MNB/05/263 WL\ DLTTLE o : ULD L T
Homep PY RU)

JAHueH3nsa Ne

Analysis performed according ND: / Anaans nposegen no HJI: JII-No(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 13 9

Ipumeuanue: IpoaykT cootgercrayer TpeGosannsm HJI -

1;.: Test / llokasaTennb Results / PesynbTarsr Specification / Hopma

9 Residual solvents / OcTaTouyHble OpraHindecKHe paCTBOPHTENH
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. /
Wzonponanon 10 Mxr B TabneTke He 6onee 350 Mkr B TabaeTke.

10 | Microbiological purity*/ Mukpo6xonoruueckan yucTora*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ob1uee yncno NA He Gonee 10° KOE/T;
a3po6HBIX MHKpO-
OpraHu3MoB
Total Combined Yeast and not more than 10* CFU/g; /
mold count / obuiee unco NA ue 6onee 10> KOE/T;
APOXOKEBBIX U IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTCTBHE B 1 I

11 | Uniformity of dosage units / 3.7 Acceptance value (4¥) not more than
OaHOpOAHOCTH 15.0 TMoka3aTens npuemieMocTH (4V)
AO3HPOBAHNLIX eAHHHL JomxeH ObiTh He §onee 15,0.

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

3akanyenme: OI_[OBPEHO

-

Prepared by /
IToaroToBieHo: Pravesh Rana

Checked by /
[posepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pyuonommm.

Reprint Date /
Hata: 28.04.2025

Reprint Date /
JaTa: 28.04.2025

Pavan Kumar Sharma
_\ /

Reprint Date /
Jlara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘_‘:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKAT AHAJIH3A

Tel: +91 38165 56001-0¢

i

Product : Ketorol Express (ketorolac_)f)rally Disintegrating Tablets 10 mg it
Tpoayxr: Keropoa® Jxenpece (keroponak) TabaeTkn, ANCIEPrupyeMbie B N0JI0CTH pra, 10mr
Market / Poinox :Russia / Poccns Sl 5 mall)
Batch No / . Batch Quantity / 3600000 tab /
Cepuna Ne = Vasu0ia0 O0bem cepin " 3600000 Tab
Analytical RepoIt No/ . 040002904691 Date of Analysis / . 28.04.2025
AHaguTHYecKHi oTyeT No JaTa aHaIH3A _ M
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTa npoHiBoACTBa T'onen a0
Mfg. License No. / . o
TIpousBoacTBEHHAS : MNB/05/263 MA number: / : SR LI
Homep PY RU)
JEnenzus Ne - —
| Analysis performed according ND: / Ananus nposeaen no HI: JIUI-Ne(004669)-(PT-RU)-1 90224 -

No |

No Test / [TokazaTens

Page7 of 9/ C1p. 7139

Results / PesyabTaTs!

Specification / Hopma

12 | Assay/KonnuectBeHHOE
onpeaenexnue

9.9 mg/9.9 Mr
(98.7 %)

From 9.0mg to 11.0 mg of
C5sH13NO3°C4sH 1 1INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 0
1 1,0 Mmr C15H13N03‘C4H11N03
(xetoponaka Tpomeramud) (ot 90,0 no
110,0 % OT 3a#BNEHHOTO KOMUYECTBA) B
TabneTke.

13 Butylhydroexyanisole
content / Copepxanue
GYyTHIICHIPOKCHAHN30/12

0.0954 mg/tab /
0.0954 mr B Tabnerke

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B TabneTke.

14 | Package description /
OnycanHe yNaKkoBKH

10 tablets in -a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 TabneTtox B
6nucrepe u3 (MMA/AJITID ¢
snaronornorutenem/IIOBIT)

doavru // (II3/AJL) donsry. Ilo
2 6I0TOPQ DMOOTO O JIIOTIKOM

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leatlet
in a carton pack. / Ilo 10 TabneTox B
6nncrepe u3 (TTA/AJI/TID c
enaronornoturenem/[I3BII) donsru //
(TI/AJT) donery. Io 1 unu 2 Gnucrepa
BMECTE C NIUCTKOM-BIJIAABIIEM B NAUKY
KdpTULLYIV.

BKJII2OBILLIEM B TavyKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ | Conclusion : APPROVED /
[Tpumeuanue: [Tponykr coorsgreTByet Tpebosanuam HJI Baxmoyenne: OJJOGPEHO

Prepared by / |
IloarorosieHo: Pravesh Rarfa

Checked by /
IMpoeepero: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonirent
Pavan Kumar Sharma g

o

A
¥ —=

—

-

Reprint Date /
JlaTa: 28.04.2025

Reprint Date /
Jara: 28.04.2025

Reprint Date / “
Hata: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com

LIN: L85 1YL AR 1Y84PLLULABOT
www.drreddys.com
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHDUKAT AHAJIM3A Tel « +91 98165 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o i
Iponykr: Keropoa® Dxenpece (keroposax) rabiaerks, fHCHeprupyembie B 110J10CTH pra, 108mr-
Market / PoIHOK :Russia / Poccus o

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne Va0 O6nem cepin " 3600000 Tab |
Analytical Repo“rt No/ - 040002904691 Date of Analysis / : 28.04.2025
AHaJIUTHYeCKHI oTYeT No Ilara aHa/H3a

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

Jata npou3BoACTBa I'onen no

Mifg. License No. / . ?
IIpon3BoacTBeHHAN : MNB/05/263 MA number: / : JIHL-Ne(004669)~(PT-

Homep PY RU)
JauneH3us Ne

| Analysis performed according ND: / Anaaus nposeges mo H/T: JIT-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 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.
* [Ipn BBITYCKe JIEKAPCTBEHHOTO NMpeNapaTa KOHTPOJIb Ka4YeCTBa 110 NoKa3aTe o «Mukpo6Hosoruueckas

YHCTOTA» NPOBOAUTCA AJIA Kakao# 20-ofi cepHu, WM ANS 0AHOI cepHH B roA, B 3aBUCHMOCTH 0T TOro, 4TO

HACTYIHT paHblUe.

API name / Hanmenosanne ADC:

Ketorolac tromethamine / KeToposaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoposnak

API manufacturer batch number /
Homep cepun npouseogntets APC:

ABRHO009745

FP Manufacturer API Batch number /
Homep cepHH cy0CTAHIIAN NPOH3IBOAHTENS
TJID:

FESA00032

API Manufactured by & country /
Ipoussogutens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J1-p Pequnn'c JlaGopatopuc Jita., Muawns

Name, address, authorization No for  FP
manufacturing site / Control site / Release
site / '
HanmenoBanne, aipec, JHIEH3HA JJIS
IIpoussoacreeHnas miaomagaxa / Mnomanka
KouTpoJs Kaecrsa / Ilnomagca BLILyCKa

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

H-p Pennw’c Jlaboparopuc JIta., Huausa, IIpouseoacreentoe
nonpasnenenue-6, Bunn. Kxons, Hanarapx Poyn, bamau, JucTpukt
Conaw, X.I1., 173205, Muaus (nausmaus nomep MNR/OS/763)

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

Remarks : The Product conforms to ND/

Tpumeuanne: [IpodyKT cOOTRETCTBYET TPEOOBAHHAM HII

Conclusion : APPROVED /
Baxawyenne; OJOBPEHO

Prepared by /
ToarotoeneHo: Pravesh Rafia

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykogoaureib
Pavan Kumar Sharma v

S

—

Reprint Date /
Jara: 28.04.2025

Reprint Date /
Hara: 28.04.2025

Reprint Date / =8

Jlara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOV4ALU/
www.drreddys.com
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‘.0 Dr. Reddy's Laboratories Ltd.

v’ ® Formulation Unit-6

Dr. Reddy S NS Vill, Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJIM3A Tel : +91 95165 56001-02
Product : Ketorol E_xpress (Keforolac)_Orallyi)_isintegrating Tablets 10 mg e Y
Ipoaykr: Keropoa® Sxcnpecce (ketopoak) TabaeTkn, Jucneprupyensie B MoJOCTH pra, 10 Mr =
Market / Poinok :Russia / Poccus e
Batch No / | Batch Quantity / ~ 3600000 tab /
Cepun Ne BOEIEY Ob6nem cepin " 3600000 Tab6
Analytical Repourt No / . 040002904691 Date of Analysis / . 98.04.2025
Anaparnueckuii ordyer Ne HMara ananuza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npoH3BoACTBA T'oaen no
Mfg. License No. / _ . B
IpoussopcTBEeHHAS : MNB/05/263 MA number; / g DL
Homep PY RU)
JuuenzHg Ne - Solonall
Analysis performed according ND: / Ananns nposenes no HJ/I: JITI-Ne(004669)-(PT-RU)-190224 i
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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/I0ueHHe 0 COOTBETCTBHH: «HacTOAmMMM 5 HOITBEPXKAI0, YTO HPUBEEKHasA BEIIIE HHGOPMAIHS SBISACTCS
JIOCTOBEPHOM M TOYHON. JTa cepHs NMPOAYKIHH IIPOH3BElleHa (BKIIOYas yHAaKOBKY (MapKUpOBKY) M KOHTPOJIb
Ka4ecTpa) HA BBIIIEYKA3aHHOM IIPOM3BOACTBEHHOM InTomaike (IUIOIANKaX) B IIOJHOM COOTBETCTBHH ©
TpeboBanusMu [IpaBui HaJUIeXallled NPOH3BOACTBEHHOH MpaKTHKH EBpasHifCKOro 3KOHOMHYECKOTO COrO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsaOps 2022) u TpeboBaHUAAMH KOHTPOJIA Ka4€CTBA JIEKAPCTBEHHBIX CPE/ICTB,
a TaKKe B COOTBETCTBHHM CO CHENH(DHUKAIIHIMH, COAEPKAITAMHUCA B PETHCTPALIMOHHOM J0ChE CTPAHBI-HMIIOpTEpA.
3aIIHCH 110 IPOU3BOIICTRY, YIIAKOBKE H aHATH3Y IPOBEPEHEL, M YCTAHOBIIEHO HX COOTBETCTBIE TPEOOBAHHAM I1pasun
HaJUIEXALIEH TPOU3BOACTBEHHOM IIPAaKTHKH EBPasHiiCKOro 5JKOHOMUIECKOTO COK03a.

Remarks : The Product conforms to ND/ ' Conclusion : APPROVED /
Tpumenanue: [Ipoaykt cogrBeTcTByeT Tpebopanuam HIT 3axniovenne: OJOBPEHO
Prepared by / (‘L Checked by / Approved by: Manager/Executive /
ToxroTorneHo: Pravesh Réna IIposepeno: Pardeep Kumar | Onobpeno: Menemwkep / Pykosoanyesns

S(— Pavan Kumar Sharma {_-_‘\";_ =
Reprint Date / Reprint Date / Reprint Date / =i
JHara: 28.04.2025 Hata: 28.04.2025 Tlara; 28.04.2025

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: LES1Y5AP 1984PLCOD4507
www.drreddys.com




