Dr.Reddy’s Q_‘:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIN3A

Tel : +91 98166 56001-02
v, diteddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrziting Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keroposiak) TaGieTKH, JHCIEPrUpyemMble B M0JI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /

| Cepus Ne } Vealeie? O0bem cepuu " 3600000 Tab a
Analytical Repovrt No/ . 040002773108 Date of Analysis / . 96.12.2024
AHaauTH4ecKHH oTueT Ne JlaTa ananusza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara nponsBoacTaa Togen go
Mifg. License No. / . .
IIpousBoacTBeHHas : MNB/05/263 MA number: / . JILI-Ne(004669)-(PT -

Homep PY RU)
THnenzHa Ne

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

Page1 of 9/ Crp. 1 u39

No . .
No Test / IlokazaTesib Results / Pe3yabTaThl 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. / Kpyrible
side. / Kpyrnele niockue miockde TabiaeTkd ¢ (ackoid, CBETIO-
TabneTku ¢ Gpackoi, CBETIIO- JKENTOro 1BeTa C TPaBMpOBKOH «l» Ha
KEJITOTO LBETa C MPaBUPOBKOI OITHOI CTOpPOHE.
«» Ha OHOM CTOPOHE.
2 Identification / UnenTudurxanus -

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / YO®-coekTpsl NOINIOLUCHUA
UCMBITYEMOTO pacTBopa M pacTBopa
CTaHjapTHOro  obpasiia  keTopoJiaka
TpPOMETaMHHA JOJIAKHBI HMETh
MaKCUMYMBI MpH OZHOM U TOH Xe AJIHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBaHUAM HJI

Conclusion : APPROVED /
3akiarouenune: OJOBPEHO

Prepared by /
IToarotosneHo: Pardeep Kumar

N

Checked by /
[Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBogurens
Amit Kumar

If\ =S ‘“

—

Reprint Date /
Jara: 26.12.2024

Reprint Date /
Jlarta: 26.12.2024

Reprint Date / !
Jara: 26.12.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hydearabad - 500034, Telangana, India
fek +61 401800 2900, Fax: +41 40 4800 2999, Email: man@drreddys com

CIN. L851954AP193.1PLCON507

wwvLdrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
Tel ;491 98166 56001-02

CEPTUPUKAT AHAJIU3A

v drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxcnpece (keroposiak) TabaeTkH, JHCIeprupyemMbie B 00JI0cTH pra, 10 mr

Market / Poisox :Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V202732 O6neM cepun " 3600000 Tab

Analytical Repourt No/ . 040002773108 Date of Analysis / . 26.12.2024

AHaJIHTHYeCKHH oTyeT No JlaTta anaamnza

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

JlaTa npoM3BOACTBa T'open g0

Mifg. License No. / . s

IIpou3BoacTBeHHAA : MNB/05/263 VA SR : JIEENE(0665) (RIS
Homep PY RU)

aunenzus No

Analysis performed according ND: / Ananuz nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp. 2 m3 9

No
Ne

Test / [loka3zaTennb

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). / Bpems ynepxuBaHus
OCHOBHOIO MHKa Ha Xpomarorpamme
HCTIBITYEMOrQ pacTBopa NOJIKHO
COOTBETCTBOBATh BPEMEHH YIEPKHBAHUA

OCHOBHOTO NHMKa Ha XpoMaTorpamme
pacTBOpa CTaHJApPTHOTO o6pasta
KeTopoJjiaka  TpoMeTamuHa  (pazjen

«KonuuecTBeHHOE OTIpeIe/IeHUE).

Remarks : The Product conforms to ND/
IMTpumeuanue: [1poaykr cootsercTByeT Tpebopanusam HJI

3aka

Conclusion : APPROVED /

wuenune: OJJOBPEHO

Prepared by /

IToarorosneno: Pardeep Kumar

c‘;.,[—f//"’

Checked by /
ITporepeno: Pawan Kumar
Amit

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens

Kumar k_ e

Reprint Date /

Jlata: 26.12.2024

Reprint Date /
JlaTta: 26.12.2024

¢
Reprint Date / !
JlaTa:

26.12.2024

Registered Oifice: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fal: +G1 40 4960 2900, Fax: +91 40 4900 299¢, Ernail: mzii@drreddys.com

CIN: L35195AP1A34PLCONA507
v 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 : +91 98166 56001-02

CEPTUP®UKAT AHAJIMU3A

i ,
vy drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tlpoaykr: Keropoa® Jxcnpecc (keroposak) Ta6ueTKH, AHCHEPrUpyeMble B I0JOCTH pTa, 10 Mr

Market / Prinox :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne Al O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002773108 Date of Analysis / . 26.12.2024
AHajuTH4ecKHH oTyeT Ne JlaTa ananuza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTa npoM3BOACTBA T'oren mo
Mfg. License No. / . .
IIpoussoacTBennas : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-
Homep PY RU)
| IAIeH3Hs Ne

Analysis performed according ND:

/ Ananus nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page30f9/Crp.3 u3 9

1;.00 Test / IToka3zaTenb Results / PesynbTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2-
Bymuneudpokcuanuszon 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). / Bpewmena
yIepKUBaHUA ITUKOB
2-6yTHWITHAPOKCHAHU30MA "
3-6y TUITUIPOKCUAHU30I1a Ha

XpoMaTorpamMme HCIBITYEMOI'0 pacTBOpa

JNOJDKHBL ~ COOTBETCTBOBaTh  BPEMEHAM
yAepKHBaHU MHKOB
2-0yTUATUAPOKCHAHU30/1a U
3-6yTunrupokcuaHuzona Ha

XpOMAaTorpaMMe pacTBOpa CTaHAAPTHOIO
obpa3zua OyTUITHApOKCHaHH301a (paszaen
«CopepxaHue
OYTUITHAPOKCHAHU30JIA»).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeyanue: IIpoaykT cootBeTcTBYeT TpeboBanuam HJL 3axkmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosnexo: Pardeep Kumar ITporepeHo: Pq}van Kumar Ono6peno: Menemkep / PykoBonutens
A / Amit Kumar A .
4 Bl
Reprint Date / Reprint Date / Reprint Date/ |
Hara: 26.12.2024 Iara: 26.12.2024 Jara: 26.12.2024

Registered Office: 8
Tel: +61 40

~ ol

-2-337, Road No. 3, Banjara Hills, Hyderabad

A9G0 2900, Fav: +91 40 4900 2999, Eraail: m

CIN: 1L.85135AP1984PLCD0A507
vewdrreddys.com

- 500034, Telanganz, India
ali@drreddys.com




Dr.Reddy’s Qi"

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

Viil. Khol, Natagarh Road, Baddi,
Distl. Sclan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tol - 491 93156 S6001-02
CEPTUOUKAT AHAJTU3IA wwwdireddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I_IBO_HVKT: KeTopo.n® Ixcnpece (KeToposak) TadaeTkH, AHCHeprHpyeMble B IOJIOCTH PTa, 10 mr
| Market / Poinox :Russia / Poccus
I
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne V2402739 O0bem cepHu " 3600000 Tab
Analytical Report No/ . 040002773108 Date of Analysis / - 26.12.2024
AHaguru4eckuii oTyet Ne JlaTa ananuza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jata npoM3BOACTBA T'oxen o
Mtz LicenselNo. _ MA number: /  JIII-Ne(004669)-(PT-
IIponssoacrBeHHAan : MNB/05/263 >
Homep PY RU)
JHueH3ust Ne
Analysis performed according ND: / Auaau3 nposeaen mo H/I: JITI-Ne(004669)-(PT-RU)-190224 —|
Page40f 9/ Crp. 4 u3 9
1;00 Test / Iloka3zarennb Results / PesyabTaThbl Specification / Hopma
3 Average weight / Cpeausis 69.2 mg / 69.2 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . 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 %:
OaHOPOAHOCTEL Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonee = 10 %;
2/20 Tabnetok — He Gonee = 20 %.
4 Disintegration time / 00 min 26 sec / 00 MuH 26 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnmagaemocthb
5 Dissolution / PacTBopenne Unit-1/ Ta6a-1 99 % Not less than 75% (Q) of
R C5sH;3NO3+C4H 1 1NO3 (ketorolac
Unit-2 / Ta6n-2 98 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 100 % 75 % Q) Ci5H3sNO;+CsH 1 NO;
. (keTopojiaka TpOMETaMHUH) uepes 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabxa-5 99 %
Unit-6 / Tab1-6 100 %

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoAyKT cooTseTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axnouenne: OJJOBPEHO

Hara: 26.12.2024

Jara: 26.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pardeep Kumar IIposepeno: Pawan Kumar Ono6peHo: MeHemkep / Pykosoaurenb
p / Amit Kumar ' L
| —— I =iy
= 41_‘ J X s
Reprint Date / Reprint Date / Reprint Date/ '

Jara: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4200 2500, Fax: +91 10 4900 2998, Ernail: maii@drreddys.com

CIN: L85185APLA84PLCON4507

wyvvsdireddys,.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHKAT AHAJIU3A

Tel: +91 98166 56001-02

v Aevaddys s
WL SITTECOYE.COM

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponyxt: Keropoa® Jxenpece (keropoiak) TabsieTKu, JHCACPIHpYyeMbie B HOJI0CTH pra, 10 mr

Market / Poinok :Russia / Poccust
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne  VEHOZIED O0nem cepun " 3600000 Tab
Analytical Repo‘rt No/ - 040002773108 Date of Analysis / © 96.12.2024
AHaguTH4YecKHH oTueT Ne JlaTta ananuza
Date of Manufacture / - 112004 Date of Expiry / . 10/2026
Jdata nponsBoacTea I'ogen no
Mfg. License No. / . .
IIpounsBogcTBEHHAs : MNB/05/263 MA number: / ; IENE (OO0 = (I

Homep PY RU)

JIHIen3na Ne

Analysis performed according ND: / Anann3 nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page50f9/Crp. 5u3 9

JucnepcHoOCTH

1;.00 Test / [TokazaTesb Results / PeayabTaThi Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through_a-_'

710 uym sieve is formed. / Obpa3zyetcs
OIHOPOOHAs CYCICH3Ms, TIPOXOIsIIas
CKBO3b CHTO C pPa3MEpOM OTBEPCTUii
710 MxM.

7 Impurities / Tlpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHayior

Below LOQ (LOQ = 0.0032 %) /
Huke npenena K0nu4ecTBEHHOTO
onpenenenus (IIKO = 0.0032 %)

not more than 0.5 %; / e Gonee 0,5 %;

KeTopoJaKa

1-keto analog of ketorolac / 0.05%

1-xeroananor KETOpOJIaKka

unidentified impurity /

€ TMHUYHAs
HEHUAEHTUGUIIHPOBAHHAS
npUMech

0.02%

not more than 0.8 %; / "He Gonee 0,8 %;

not more than 0.5 %; / ge 6onee 0,5 %;

total impurities / 0.1%

cyMMa IpHMeceii

not more than 1.0 %. / e 6onee 1,0 %.

8 Water content / 2.4 %

ConepxaHue BOAbI

Not more than 7.0 %. /
He 6onee 7,0 %.

Remarks : The Product conforms to ND/
TTpumeuanue: [poaykr cooTBetcTBYET TpeboBanusim H/|

Conclusion : APPROVED /
Baxmoyenne: OJJOEPEHO

Prepared by / Checked by /
[oarorosneno: Pardeep Kumar

ITposepeno: Pawan Kumar
y;

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguresnb
Amit Kumar ,\(/

/

—

N

=

!

Reprint Date /

Jara: 26.12.2024

Reprint Date /
Jara: 26.12.2024

Reprint Date/

Jlarta: 26.12.2024

Registered Office: 8-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +61 46 4850 2900, Fave +91 10 4900 299¢, Ernail: maii@drreddys.com

CIN: L3851

198.1PLCONAS0Y

W L diTeadys.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

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

Viil. Knol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tal £ +91 98166 56001-02

CEPTUPUKAT AHAJIN3A

Ve direddys.com

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

Hpoaykr: Keropoa® Dxenpecc (keroposak) TabjeTKH, JUceprupyemMpie B H0J0CTH pTa, 10 mr

Market / Puiok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2402739 O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002773108 Date of Analysis / © 26.12.2024

AHaguTH4eCKHIl oTueT N2 Hara ananusa

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

Jara npou3Boacraa I'open no

Mfg. License No. / . 3

IIpoussomcrBeHHan : MNB/05/263 MA number: / : LI (04 660) (RS
Homep PY RU)

anuensns Ne

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

Page 6 of 9/ C1p. 6 3 9

1;.00 Test / ITokasaTens Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHbIe OPraHNYeCKHEe PACTBOPHTEH
Isopropyl alcohol / 15 pg/tab/ Not more than 350 pg/tab. /
HzonponaHon 15 mxr B TabneTke He Gonee 350 mxr B TabneTke.
10 | Microbiological purity*/ Mukpo6nonornieckas yucrora*
Total Aerobic Microbial not more than 103 CFU/g; /
Count / o61iee ynciio NA He 6ojee 10° KOE/T;
a3pOOHBIX MUKPO-
OpraHN3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / obuiee yucno NA He 6onee 10°> KOE/T;
JPOMOKEBBIX U ILIECHEBBIX
rprboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T
11 Uniformity of dosage units / 10.5 Acceptance value (4V) not more than
OaHOpPOAHOCTH 15.0 Toxkasatesnb npueMiaeMocTd (AV)
JO3HPOBAHHBIX AMHUILL JomxeH ObiTh He Oonee 15,0.

Remarks : The Product conforms to NID/

[Ipumeuanue: Ipoxykt coorBercTByeT Tpebosanmsam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

.

Checked by /
ITpoeepeno: Pawan Kumar

)

,/*'_g
gt
T

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoauresb
Amit Kumar

Reprint Date /
Jarta: 26.12.2024

Reprint Date /
Hara: 26.12.2024

Reprint Date /
Hara: 26.12.2024

Registered Cffice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: #6145 2

900 2900, Fas: +51 4

Clid: L85!

0

Wy arredadys.com

4900 2438, Ernail: maii@direddys.com
AP1884PLCONAEDY




Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS

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

Vill. Knhol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
Jel:+91 98156 56001-02

CEPTHOUKAT AHAJIN3A

vww. drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Jxcnpece (keTopoaak) Tab1eTKH, AUCIieprUpyeMble B IOJIOCTH PTa, 10 mr

Market / Poinox :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne + V2402739 O6bem cepnn " 3600000 Tab

Analytical Repog‘t No/ . 040002773108 Date of Analysis / . 96.12.2024

AHanuTHYecKHit oruer No JlaTa ananaunsa

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

Jdara npoHM3BOACTBA I'oaen go

Mifg. License No. / ] o

IlpoussoacTBennas : MNB/05/263 MA number: / ; NS00 G62)= (R
Homep PY RU)

nHnen3ust Ne

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

Page 70f 9/ Crp. 7 u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
omucrepe u3z  (ITA/AJVIID ¢
praronornorutenem/IIOBIT)
donwru // (TI3/AJ1) donsru. Ilo
2 OIMcTEpa BMECTE C JIHCTKOM-
BKJIaJIbIIIEM B nayKy
KapTOHHYIO.

1;.:) Test / [TokazaTenb Results / PesyabTaThi Specification / Hopma
12 Assay / KoinuecTBeHHOE 9.8 mg/9.8 M From 90mg to 11.0 mg of
omnpegesieHue (98.1 %) C15H13NO3*C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 mr C5H;3NO3*C4H 1 NO;3
(ketoponaka TpomeramuH) (oT 90,0 mo
110,0 % oT 3asBJCHHOTO KONMYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0964 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0964 mr B Tabnetke He menee 0,042 Mr B TabneTke.
Oy THATHAPOKCHAHU3071A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNaKkoBKH (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabnmeTox B
onucrepe u3 (MA/AJITID c
sraronornotutenem/II3BIT) donsru //
(I13/AJT) donbru. Mo 1 unu 2 6amucrepa
BMECTE C JIHCTKOM-BKJIAJbILIEM B MaqKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: [TponykT cootBeTcTBYET Tpebobanusam HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
IMonroroeneno: Pardeep Kumar

i

e

Checked by /
[Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens
Amit Kumar

N
/3=

Reprint Date /
Jara: 26.12.2024

Reprint Date /-
Hata: 26.12.2024

Reprint Date/ ¥
Jara: 26.12.2024

Registered Office: 8-

D)

2-337, Road No. 2, Banjara Hills, Hyaerabad - 500034, Telangana, India




Dr.Reddy’s Q;‘

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

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

CEPTH®UKAT AHAJIM3A vovew.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoxykr: KeTopoa® Dkenpecc (keTopoaax) TabJIeTKH, AHCHEPrUpyeMbie B M0JI0¢TH pTa, 10 mr

auueHsust Ne

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne V2402739 Oonem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002773108 Date of Analysis / - 26.12.2024
AHanuTHYecKHii oTyeT Ne Jara anann3za
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JlaTa npoH3BOACTBA I'ogen no
Mfg, License No. /

) MA number: / - JITI-Ne(004669)-(PI'-
ITpoussoacTBeHHAs : MNB/05/263 Homep PY " RU)

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

Page 8 of 9/ Ctp. 8 uz 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 JIeKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KayecTBa Mo nokasarenio «Mukpoduosioruyeckas

YUCTOTA» MPOBOAUTCH MJIiA Kaxaoi 20-oii CepuM, WiIHn AJis oaHoi CEpHH B rofl, B 3aBUCUMOCTH OT TOr0, 4TO

HACTYNUT paHbllIe,

API name / Haumenosanne ADC:

Ketorolac tromethamine / Keroposiaka TpOMETAMHH

INN/ MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoauteia APC:

ABRHO007648

FP Manufacturer API Batch number /
Homep cepuu cyOGCcTAHIMHA MPOU3BOXHTEIA
rJ®:

FERAOQ0488

API Manufactured by & country /
IIpon3sonurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Penpu'c Jlaboparopuc JIta., Unausa

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

HaumenoBaHue, axpec, JHIEH3US IS
IIpouszBoacreennas naomaaka / Iiiomagka
KOHTpoas kadyecTBa / Ilnomagka BeInycKa

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

I-p Penau’c Jlaboparopuc JItn., Unaus, [Ipoussoacreennoe
noapaszaenedue-6, Bumt. Kxons, Hanarapx Poya, baum, Jluctpukr
Conan, X.II., 173205, Uuaus (nuuensus Homep MNB/05/263)

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

Remarks ; The Product conforms to ND/

Conclusion : APPROVED /

[pumeuanue: [TpoaykT cooTBeTcTBYET TpeOoBanuamM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep Kumar [Ipoeepeno: Pawan Kumar Ono6peno: Menemxkep / PykoBoauresb
Qﬁ/ A Amit Kumar 3 =
= C%L A Xx '/ —
Reprint Date / Reprint Date / Reprint Date/ '
Jara: 26.12.2024 Jlata: 26.12.2024 Jara: 26.12.2024

Registered COifice: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85 195AP1984PLCON4507
wwiidireddys.com




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

O
Dr. Reddy’s Q'.. Vill. Knol, Nalagarh Road, Badidi,

Cistt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS N
Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIM3A T e
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| IIpoayxrT: Ketopon® Dxenpecc (keToposak) TabJieTKH, AHCHEPrUpyeMble B MOJI0CTH PTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepus Ne V2402739 Oo6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002773108 Date of Analysis / . 26.12.2024
AHanuTHvecKHi oTyer Ne JaTta ananuza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jara npousBoacTea TI'onen o
Mifg. License No. / . .
Ilpon3BoacTBeHHAas! : MNB/05/263 MA number: / , WIINE(00:1669)=(PI™
Homep PY RU)
Junensus Ne
Analysis performed according ND: / Ana;n3 nposenen no HJI: JIII-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».

3aKa04eHHe 0 COOTBeTCTBHH: «HacTosImuM s MOATBEPKIAI0, YTO NPHUBEACHHAS BbIIIC HHOOPMALHS SBIIAETCS
JIOCTOBEPHON M TOYHOM. DTa Cepus MPOAYKIHH MpOM3BeAeHa (BKIOYAs yMaKoBKY (MapKMpPOBKY) M KOHTPOJb
KadecTBa) Ha BBINIEYKa3aHHOW IMPOM3BOINCTBEHHOW Imomanke (IJIOIIAAKax) B IIOJHOM COOTBETCTBHH C
TpeGopanusamu [IpaBui Haxmexaliel TPOU3BOACTBEHHOM NMpaKTHKH EBpa3uiicKkoro sKoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) u TpeboBaHUSAMHE KOHTPOJIA KA4ECTBA JIEKAPCTBEHHBIX CPEMICTB,
a TaK)Ke B COOTBETCTBHH CO CIENHGPHUKAIMIMHE, COACPKANIMMHUCS B PETUCTPAllMOHHOM JIOChE CTPaHBI-HMIIOpPTEpa.
3amucy o NPOU3BOJICTBY, YIIAKOBKE M AHAIIM3Y NPOBEPEHEL, U YCTAaHOBIECHO HX COOTBETCTBUE TpeboBanusam I1pasu
HaJJIexalnei Iporu3BOICTBEHHON NPaKTHKN EBpa3zuiickoro 5kOHOMHYECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumedanne: [Ipomykr coorBeTcTBYeT Tpebosanusm HII 3axkmwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pardeep Kumar Ipoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoaurens
/) -

L A el
Reprint Date / Reprint Date / Reprint Date / b
Jarta: 26.12.2024 Jara: 26.12.2024 Jarta: 26.12.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 4G 49060 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.ccm
CIN: L85195AP1984PLC0O04507
www.drreddys.com




