Dr.Reddy’s Q%€

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A

www.drreddys.com

‘Pfalact_ :_Kgoro_lfxpress (ketorolac) O;ally Disintegraﬁng Tablets 10 mg

Tlpoxyir: Keropoa® 3xenpece (keroponak) TabaeTku, Ancneprupyesbie B 0A0CTH pid, 10 Mr

Market / Peiiok :Russia / Poccus NS
| Batch No / D | Batch Quantity / 3600000 tab /
| Cepus Xo 2402634 Obmem cepin © 3600000 T26
Analytical Repourt No/ - 040002759214 Date of Analysis / . 19.12.2024
AnanuTugecknii oruer Ne Jlara aHaH3a
Date of Manufacture / - 11/2024 I?ate of Expiry / . 10/2026
JaTa npoussoacTBa I'onen go ) =1
Mifg. License No. / .. .
I pousBoacTeenHas - MNB/05/263 MA number: / : JIEI-3e(004665)-(PT-
Homep PY RU)
Jmuenzng Ne . ——=
Analysis performed according ND: / Anaans nposeaen no HIL: JIT-Na(004669)-(PI'-RU)-190224

Page10f9/Crp.1m39

| No q q

Ne Test / IlokazaTenb Results / Pe3yibTaThl Specification / Hopma

1 Description / Onmucanue e Light yellow round flat beveled | Light yellow round flat beveled tablets |
tablets with "|" debossed on one with "|" debossed on one side. / Kpyraie
side. / Kpyrasle ninockne mnockue TabneTku ¢ dackoit, cremo-
TabneTkH ¢ $ackoii. cBETIIO- HENTOro LBETA € [PaBHPOBKOHM «I» Ha
JKENTOr0 LUBCTA C IPaBHPOBKOM OOHON CTOPOHE.
«I» Ha oIHOM CTOpOHe,

2 Identification / UaenTudnranis

Ketorolac / Kemopoaax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm), / VO-CHeKTpsl MOMIOLIEHNS

HCIILITYEMOTO  PacTBOpa M pacTBopa
cTaHgapTHoro  o0pa3ua  KeToponaka
TPOMETAMHUHA JIOJIKHB UMeTb

MaKCHMYMBI 1IpH OIHOM U TOH Xe JulnHe
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

[Tpumeuaune: Ipoaykt coorBeTcTyeT Tpebosanusm HJI

Conclusion : APPROVED /
3axsnouenne: OAOBPEHO

Prepared by /
Iloaroroeneno: Santosh Kumar
Maurya

Checked by /
Ilpoeepeno: Pawan Kumar

.\-)

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoauTenh
Pavan Kumar Sharma ’

Reprint Date /
Hara: 19.12.2024

Reprint Date /
ara: 19.12.2024

Reprint Date /
Jlarta: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2960, Fax: +51 40 4900 2999, Ernail: maii@drreddys.com
CIN: LBS195AP1984PLCOJ4507

www.darreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Ba
Dr. Reddy’s ".. Viil. Khol, Nalagarh Road, Baddi,

i Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02

_ CEPTHOHUKAT AHAJHU3A www.drreddviicom

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

Ipoaykr: Keropoa® Dxcnpece (KeTopoaak) Ta6aeTKH, ANCHEprHpYEMbIc B OJOCTH pTa, 10 Mr
Market / Prinok :Russia / Poceusn -
Batch No / X Batch Quantity / 3600000 tab /
Cepns Ne R O6nem cepun " 3600000 126
Analytical Repourt No/ . 040002759214 Date of Analysis / - 19.12.2024
Anajntuyeckuii oryer Ne JIaTa aHaJH3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jara npouzsoacTea Togen no

Mfg. License No. / -
IpouzBoacTBENHAR - MNB/05/263 gA nm;,l;)’er‘/ : JRIIl})-N-_'(004669)-(PF-
JTHKeH3un Ne ovep

Analysis performed according ND: / Ananu3s nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224 |

Page2 of9/Crp.2m39
1}3 Test / Iloka3zaTenn Results / PezyasTathbl 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 ylepxuBanHus
OCHOBHOTO NiKA HAa XpoMaTorpamMMme
UCTIBITYEMOTO pacTeopa HOTDKHO
COOTBETCTBOBATH BPEMEHH YIACPIKUBAHISA
OCHOBHOTO NMKa Ha XpoMaTorpamme
pacteopa CTAHJIaPTHOTO obpasua
KeTOponaka  TpoMmeramuua  (pasgen
«KonnyecTBeHHOE ONpeNeNeHHEN).

Remarks ! Tho Droduct conformas to ND/ Conclusion : APPROVED /

Mpumesanne. Tpuayri woiseicisyel 1peGusannim HIT Buruwaenne. OJJOGIEIIO

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

TloproropieHo: Santosh Kumar Ipoeepeno: Pawan Kumar Ono6pero: Meneiep / Pyicoa,qnmenb

Maurya é( Pavan Kumar Sharma Fe —_—

il e ="
Reprint Date / Reprint Date / Reprint Date /
HaTa: 19.12.2024 Hata: 19.12.2024 Hara: 19.12.2024

Registered Cffice: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 45 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN; L8%195AP1984PLCNI4507
wwy.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's.Laboratories [td.
Formulation Unit-6

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

CEPTHOHEKAT AHAJIHA3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jxcnpece (keroponak) Tabaerky, JcHeprupyembie B H0J0CTH P14, 10 mr

Market / Peinok :Russia / Poccus

Batch No / : Batch Quantity / _ 3600000 tab /

Cepusi N B =V O6bem cepin ' 3600000 Tab

Aol BT g Y, . 040002759214 Date of Analysis/ . 1913 5024
AHannTnyeckdii oTuer Ne JlaTa anaau3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jarta npon3RoAcTRa I'open 10

Mfg, License No. / - ;
IIponssogcTBeHHAR . MNB/05/263 II\;IA nurlr)lger./ ; i]{III-Ng(004669)-(PF-
aunensua Ne omep y)

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

—

Page30f9/Crp.3 139

No

No Test / Tlokaszarennb

Results / Pe3yabTaThl

Butylhydroxyanisole /
Bymiuneudporcuanuzon

Complies / CooTRETCTBYET

Specification / Hopma

The retention times of 2-
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
yIepAHBaHHUA [IHKOB
2-6yTHNTUAPOKCHAHH30JIE u
3-GyTUATMAPOKCHaHU3014 Ha

XpoMaTorpaMmme WCIILITYEMOro pacTBopa

JOIDKHEL  COOTBETCTBOBaTb  BPEMEHaM
yAepXHBaHuUA TIHKOB
2-6yTUNTHApPOKCHAaHK30Na 14

Ha

3-6yTHITHAPOKCHAHN30IA
XpOMarorpaMMe pacTBopa CTaHApTHOTO
obpasua 6yTHIrHIpOKCHaHN3ona (pasaen
«CopepxaHue

GYTHIFMAPOKCHAHM30/1AY).

Remarks : The Product confortms to ND/
[Mpumeyanne: [poayxr cootseTcTByeT TpeGopanusam HJL

Counclusion : APPROVED /
3akmodenne: OJJOBPEHO

Hara: 19.12.2024

Jara: 19.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneno: Santosh Kumar Ipoepeno: Pawan Kumar Ono6peno: Menemkep / PykopoauTesns
Maurya S | came

ry g ‘ Pavan Kumar Sharma ),-:} =
Reprint Date / Reprint Date/ Reprint Date /

Hara; 19.12.2024

Registered Ctfice: 8-2-337, Raad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4960 2900, Fax; +91 40 4900 2998, Erail: maii@drreddys.com
CIN: L85195AP1981PLCO04507

wwiy.dreeddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Knol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHO®UKAT AHAJIM3A

www.drreddys.corm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykt: Keropon® Ixenpece (keToposiak) TabNeTKH, ANCHEPrUpyembie B NOJIOCTH pTa, 10 mMr

Market / Poinok - :Russia / Poceyst
Batch No / ! Batch Quantity / _ 3600000 tab /
Cepus Ne TS Ob6nem cepun " 3600000 Tab
Analytical cho:'t No/ . 040002759214 Date of Analysis / . 19.12.2024
AHanuTnueckHii oTuer No Jara anaania

. =3
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JlaTa npou3BOACTBA T'oaen go
AL LG N , MA number: / . JITI-Ne(004669)-(PT -
IIponzBoacTeeHnas : MNB/05/263 :

Homep PY RU)

JHueH3uA Ne . = =

Analysis performed according ND: / Auanus uposegen no HJI:

JITI-N2(004669)-(PI'-RU)-190224

Page 4 0of 9/ Cip. 4 n3 9

mMacca

Uniformity of weight /
OpHoponHoCTE MacChl

NNOO Test / IlokazaTens Results / Pe3ynbTaThl Specification / Hopma
3 Average weight / Cpeanas 68.9 mg / 68.9 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /

Complies / CooTBeTCTBYET

Ot 67,2 Mr a0 72,8 Mr (70,0 mr £ 4,0 %).

18/20 tablets - not more than £ 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnetoxk — uHe 6Gomee =+ 10 %;
2/20 Tabnetok — He Gonee = 20 %o.

4 Disintegration time /
PacnapaemocTb

00 min 46 sec / 00 MuH 46 cex

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

Unit-1/ Tabun-1
Unit-2 / Tabn-2
Unit-3 / Tabn-3
Unit-4 / Tabn-4
Unit-5 / Tabn-5
Unit-6 / Tabn-6

5 Dissolution / PacrBopeHue

102 % Not less than 75% (Q) of

101 % Ci1sH;3NO3+C4H 1 NO3 (ketorolac

¢ tromethamine) in 15 min. / He Mehee

107 % 75 % Q) C1sH1aNO3CsH | 1NO3

1038 (keTopoNaka TPOMETAMKH) yepes 15 MuH.
0

106 %
100 %

Remarks 1 Tho Produot sonforma to ND/
TIpumeudnne. TTpupyks couiseivisyst ipebusasnam [T .

Conolusion : APPROVED /
Jarnroyenne: OAOLPEIIO

Prepared by / Checked by /
[ToprotorneHo: Santosh Kumar ITporepeno: Pawan Kumar

Maurya @ 4’

Approved by: Manager/Executive /
OnobpeHo: Meremxep / PykopoanTet

Pavan Kumar Sharma o= —
j’"—.“

Reprint Date / Reprint Date / ;
Hara: 19.12.2024 Hara: 19.12.2024

Reprint Date /
Jata: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4950 2900, Fax: +91 40 4900 2995, Email: maii@drreddys,.com
CIN: L85195AP1984PLC004507
wwyv.arreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

S
Dr. Reddy's ... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, F.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS .
Tel : +91 98166 56001-02
CEPTHOUKAT AHAJTA3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jxenpece (keropoaak) Taberky, Ancneprupyenbie B NoJ0cTH pra, 10 mr
| Market / Prinok .Russia / Pocchs o
Batch No / , Batch Quantity / _ 3600000 tab /
Cepna Nu gYeanecsd O6vemM cepi © 3600000 Tab -
Analytical Repovrt No/ . 040002759214 Date of Analysis / : 19.12.2024
AHaaduTHuecknii orger Ne JarTa aHaau3a
Date of Manufacture / . 11/2024 ) Date of Expiry / . 10/2026
JaTa npon3BoicTEA Togen mo
Mfg. License No. / . o
TIpoussoacreeHnasn . MNB/05/263 WLA T i LS UROO RIS
Homep PY RU)
Jauensuna Ne

Analysis performed according ND: / Anaans nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
Page 50f9/Crp. 5u3s 9

I}? Test / ITokazaTenan Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies/_COOTBeTCTByeT A uniform suspension passing through a

710 pm sieve is formed. / O&pazyerca
ONHOpOJHAA CYCNEH3WdA, NPOXOJLlast
CKBO3b CHUTO C pa3sMEpOM OTBEPCTUH
710 MEM.

JAucnepcriocTs

7 Impurities / [Ipuimecn

1-hydroxy analog of Below LOQ (LOQ=0.0032%)/ | not more than 0.5 %; / ne Gonee 0,5 %;
ketorolac: / Huxe npenena koau4ecTBEHHOTO
1-ruopoxcuaHanor onpenenchms (ITKO = 0.0032 %)

KeToponaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / He 6onee 0,8 %,
1-xeToanasor KeToposaka
unidentified impurity / not more than 0.5 %; / we 6onee 0,5 %,;
eANHUYIIAs 1
HeHACHTHGHUUPOBAHHAS 0.02%
puMech
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa npumeceit
8 Water content / 2.1% Not more than 7.0 %. /
Coaeprxanne BoAbI He 6onee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanue: [Iporykt cooteTcTBYeT TpeboBannam HI Baxmovenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh Kumar [TpoBepeno: Pawan Kumar Opo6peno: Menemxep / PyhoBDJlI-ﬂ‘c:lb
Maurya ‘ 4 Pavan Kumar Sharma ~ .{__ "
E -%7" ! " o
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.12.2024 Hara: 19.12.2024 Hata: 19.12.2024

Registered Cffice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 2998, Ermail: maii@drreddys.com
CIN: L85195AP1984PLCO04S07
wwwdrreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJIM3A

www.drreddys.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =
[ponyxr: Keropoa® Jxenpece (KeToponak) rabierki, ARCOCPIHPYEMbIE B HOJ0CTIH PTA, 10 mr

Market / Puigor :Russia / Poccus

Bateh No / . Batch Quantity / 3600000 tab /
Cepua No b O6nem cepun ' 3600000 Tab N
Amnalytical Repo“rt No/ . 040002759214 Date of Analysis / . 19.12.2024
AsnaauruteckHii oraer N Jlara anann3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JaTa npou3BojaCcTBA Togen 10
Mfg. License No. / ,
g -Ne 669)- -

IlpousBoacTBEHNHAN : MNB/05/263 MA number: / - JIH RSO YER

Howmep PY RU)
Jnienzns Ne

Analysis performed acc;:_'ding ND: / Anagus nposeien mo HIL: .}'ﬂ'i-ﬁb_(()ﬂdﬁﬁ‘)]-(PI‘—RU]-l90224

Page 6 0of 9/ Ctp. 6 13 9
. ]

z.:) Test / TokazaTens Results / PesyibTaThl Specification / Hopma

9 Residual solvents / OcraToynsic opraunqecxu_e PACTBOPHTETH )
Isopropy! alcohol / 17 pgltab / Not more than 350 pg/tab. /
H3onponaHon 17 mkr B Tabnerke He 6onee 350 mMxr B TaONETKE.

10 | Microbiological purity*/ Mukpofiuonoruyeckas YHcTOTa™

Total Aerobic Microbial
Count / obiiiee y1ciI0 NA
a3pOOHbIX MEKPO-
OpTaHU3MOB

not more than 10* CEU/g; /
e G6onee 10° KOE/T;

Total Combined Yeast and

not more than 10° CFU/g; /

NOUPNRAHHRIX RTURATT

mold count / obuiee yncno NA He Gonee 10° KOE/r;
IPONOKEBBIX ¥ IIIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 7.2 Acceptance value (4¥) not more than
OJROpPOAHOCTEL 15.0 Tlokasatens npuemieMocTy (AV)

nomxeH SurTs He 6onee 15,0.

Remarks : The Product conforms to ND/
[pumeuanne: TIponykT cooTseTcTyet TpeGosanuam H/T

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroropneHo: Santosh Kumar Tposepeno: Pawan Kumar Ounobpeno: Menenxep / Pysopoanreis
Maurya Pavan Kumar Sharma fo——
Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 Hara: 19.12.2024 Jara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: LB5195AP1884PLCOY4507

wwuvdrreddys.com




Dr.Reddy’s “!‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Knol, Nalagarh Road, Bad i,
Distt. Solan, H.P., 173 205, INDJIA
Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJHA3A

[Product ;

www.drreddys.com

Ketorol Express (ketorolac) Orally Disintegrating Tablets IO_mg

poayxr: Keropon® Bxenpece (keToposak) TabaeTku, AHCHepripyemble B noaocTi pra, 10 mr

Market / Poiok

:Russia / Poccus

Batch No / ) , Batch Quantity / ~ 3600000 tab /
Cepus Ne e Ay O6bem cepun " 3600000 126
Analytical Repovrt No/ . 040002759214 Date of Analysis / . 19.12.2024
AHRanuTHuecKHii oTyeT Ne Hara aHann3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npouzBoacrea Topen no
Mfg. License No. / ; . .
Ipon3soacTBeHRAs : MNB/05/263 MA number: / : JIH.'N'(004669)'(PF'
Homep PY RU)
JInHensnsa Ne

Analysis performed according ND: / Ananns nposenen no HJI: JITI-N2(004669)-(PT-RU)-190224

Page 7 of 9/ Cyp. 7 n3 9

onpeneseHHe

1;3 Test / TlokasaTean Results / PesynbTaThi Specification / Hopma
12 Assay / KonuuecTBeHHOe 10.0 mg / 10.0 mr From 9.0mg to 11.0 mg of
(100.8 %) C1sH;3NO3C4H |1 NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr po
11,0 mr CisH3NO3+C4H; ) NO;
(xeroponaka TpomeTamuH) (oT 90,0 no
110,0 % oT 3asABNEHHOr0 KONM4YECTBA) B
TaleTKe.

13 Butylhydroxyanisole
content / ConepxaHue
OyTHNruaApoKCHaHH30MA

0.0977 mg/tab /
0.0977 Mr B TabaeTke

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

14 | Package description /
Onucanme ynakoeku

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. / Ilo 10 Tabnetox B
6mucrepe w3 (ITAJAJIIID ¢
saaronornotuTeseM/TISBIT)
donsru // (I13/AJT) donsru. Io
2 dnuctepa BMECTE ¢ JTHCTKOM-
BKNaABILIEM B nauky
KapTOHHYIO.

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. / Ilo 10 TabneTok B
6nuctepe 13 (TIA/ATI/TID c
piaronornoratenem/TISBIT)  donwru //
(IT3/AJT) donsru. o 1 nau 2 GancTepa
BMECTE C JIHCTKOM-BKIIafbILIEM B [A4KY
KapTOHHYIO.

-

Remarks : The Product conforms to ND/
 IIpumeuanne: TIpofykT COOTBETCTBYET Tpe6OBAHHAM HI[

Conclusion : APPROVED /
3akawyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Santosh Kumar Ilposepeno: Pawan Kumar Ono6peto: Menemxkep / Pykopoautess
Maurya {\ - Pavan Kumar Sharma ¢ ‘,‘:f’ =
Reprint Date / Reprint Date/ Reprint Date /

Hara: 19.12.2024 Hara: 19.12.2024 Hata: 19.12.2024

Registered Cffice: 8:2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #91 40 4960 2900, Fas: +91 40 4200 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwiv.drreddys.com
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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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.comn

Product ; i(e_torol Express (ketorolac) E)rally Disintegrating Tablets 10 l_ng =

Ilponykr: Keropoa® Jkenpece (xeTopoaak) TabaeTku, Ancneprupyemble B N0J0CTH pra, 10 mr

Market / Psinok - :Russia / Poccus a .-
Batch No / . Batch Quantity / . 3600000 tab /

_Cepus Ne g O6BeM cepHn " 3600000 Tab
Analytical Repo:‘t No / . 040002759214 Date of Analysis / . 10.12.2024
Ananurayeckuii oTyer Ne JaTa anaamia |
Date of Manufacture / . 11/2024 ]?ate of Expiry / . 10/2026
HaTa npom3ssoncraa T'onen oo
Mfg. License No. / -

HpoussoacTeeHHas : MNB/05/263 i BTG SR (DR =TS
Homep PY RU)

Jamnnenzus Ne .

Analysis performed according ND: / Ananns npoBegen mo HJI: JII-Ne(004669)-(PT-RU)-190224 N

Page 8 of 9/ Ctp. 8 13 9

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

* [Mps BLIMYCKe JeKaPCTBEHHOrO MpenapaTa KOHTPoAb KadecTBa No nokasaresto «Vinkpofinorornyeckasn
YUCTOTA» NPOBOAMTCA AN KanAoi 20-0# cepun, WK A8 OQHOH cepuy B o, B 3aBHCHMOCTH OT TOr0, 4TO

HAacTYINIHT paHblle,

API name / HanmenoBansie ADC:

Ketorolac tromethamine / Keroponaka TpomeTaMmun

INN / MITIT:

Ietorolac / I{ctoponai

API manufacturer batch number /

TJId:

Homep cepun mpomssoanrens APC: LB
FP Manufacturer API Batch number /
Homep cepuu cybcTraHuHH NPOH3BOAHTENSA FERA00521

API Manufactured by & country /
Hpouseogurens ADC, crpana:

Dr. Reddy's Laboratories Ltd.,- India /
J-p Peanu'c JlaGoparopuc JIta., Muauns

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

HaumenoBaHNe, axpec, THIEH3HSA NIl
TTpouzBoxcrsennan muomaaxa / Ilnonaaxa
wonTponna kavecrsa / Jlnomagka Bnmycka

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 Penan’c JIaGopatopnc JItn., Uuous, IlponssoncTeeHHOE
noapaznenenune-6, Bunit. Kxons, Hanarapx Poyn, banau, Juctpuxt
Conan, X.I1., 173205, Munus (nuensns 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/

[Mpumeuanue: [Tpoaykt cootBeTcTBYET TpeGoBannam HJI

Conclusion : APPROVED /
3akiawuenne: OJJOBPEHO

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

TTogroroenexo: Santosh Kumar IlpoBepeno: Pawan Kumar Opnobpeno: Menemkep / PykoBoantesnsb

Maurya Pavan Kumar Sharma o, —~ -
h A e— __,.L--""/

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +$1 40 4900 2998, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
wwvy.arreddys.com




Dr. Reddy's Laboratories Ltd.

@e Formulation Unit-6
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAIINZA www.drreddys.com
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ' L
\TIpoaysr: Keropoa® Sxenpeec (keroposak) Tabierku, ANcHeprupyemeie B NONOCTH pra, 10 mr
| Market / Poinok B -Russia / Poccus _ R
Batch No / - : Batch Quantity / _ 3600000 tab /
Cepna Ne A i OGnem cepuit * 3600000 Tab
Analytical Repo:‘t No/ . 040002759214 Date of Analysis / . 19.12.2024
Anagnrudecknil oTder Ne Jlara anaanza
patc of M anufacture / . 11/2024 Date of Expiry / . 10/2026
JiaTa nposipoJcTsa T'ogen no
.Mfg. License No. / .
Ipon3BoacTBEHHAS : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT -
Homep PY RU)
ananenzns Ne )
Analysis performed according ND: / AHaJIH3 npoBejen 1o H1: JII-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».

BaArITIOMEHEe 0 COOTRETCTBHM: «HACTOSIIMM 5 TIOATEEPIAN0, 4TO IPHBEIeHHAT BbIle HHOPMAIIHA ABIIALTCS
JOCTOBEpHOI ¥ TouHolt. DTa cepus NPOAYKIMH TpoH3BeleHa (BKIIOYAd yNaKOBKY (MapKHpOBKY) K KOHTPOJb
KayecTBa) Ha BbIIICyKa3aHHOH TIPOM3BOICTBEHHON . ILTOLIANIKE (iwrolankax) B IOJHOM COOTBETCTBHM C
TpeGoBarusaMu [IpaBHI HaJUTeXamleH MPpOU3BOJCTBEHHOH NPaKTHKA EBpasmiicKoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabpsa 2022) H TpeGOBaHHAMH KOHTPOJIA Ka9€CTBA 1€KapCTBCHHBIX CPEICTB,
a TaKKe B COOTBETCTBHY CO CIEIH(DHKAMUAMY, COACPKAMEMHCS B PETHCTPALIHOHHOM AOCKE CTPAHBI-UMIIOPTEpa.
3amycH 1o MPOHU3BO/ICTBY, YIIAKOBKE ¥ aHATIM3Y IPOBEPEHEI, K YCTaHOBNEHO KX COOTBETCTBME TpeGoBausM [Ipasu
Ha/IeXKaeR IpoH3BOACTBEHHOM MpakTHKY EBpa3sHACKOro 3KOHOMHYECKOro COXo3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TTpumeuanwe: [Tponykr coorsercrsyer TpeGopanuam HIL Zarmouenne: QJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosieno: Santosh Kumar [Tposepeno: Pawan Kumar Ono6peno: Menemkep / PykosoauTes
Maurya \’@{_ X‘r Pavan Kumar Sharma A
Reprint Date / Reprint Date /- Reprint Date /

Jara: 19.12.2024 IMara: 19.12.2024 Jara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 49C0 2900, Fax: +51 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507 «
wwwy, drreddys.com




