Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUHOPUKAT AHAJIU3A

www direddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrz Ketopon® Dkenpecc (keTopoiak) TabieTku, IHcneprupyeMblie B MOJIOCTH pTa, 10 mr

Market / Prinok

:Russia / Poccust

Batch No/ _ Batch Quantity / 3600000 tab /

Cepus Ne  VEROE0Y O0BeM cepuu " 3600000 Tab

Analytical Repovrt No/ - 040002732286 Date of Analysis / - 2711.2024

AnanuTmiecKHi oryer Ne JlaTa aHasm3a

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

JaTta npousBoacTBa T'ogen no

Mifg. License No. / . s

IMpousBoAcTBeHHAS : MNB/05/263 S numb e ALl Ly
Homep PY RU)

JHneH3usi No

Analysis performed according ND:

/ Auanns nposeaen mo HJI: JIXI-Ne(004669)-(PT-RU)-190224

Page1of9/Crp.1 u3 9

tablets with "[" debossed on one
side. / Kpyrnele mrockue
TabneTKH ¢ hackold, CBETIO-
XKEJNTOro L[BETA C TPaBUPOBKOM
«» Ha OJIHOH CTOpOHE.

1}3 Test / [lokazaTeanb Results / PesynbTatsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyribie
mwiockie TabjaeTku ¢ ¢ackod, CBETIO-
XKENTOro 1BETa C IpaBUPOBKOH «|» Ha
OIHOM CTOPOHE.

2 Identification / Unentudurxanus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / V®-crieKTpbl NOTNOLLICHUSA
HCNIBITYEMOTO  pacTBOpa M pacTBOpa
cTaHgapTHOro obpasua  KeToponaka
TpOMEeTaMHHA JIOTKHBI HUMETD
MaKCUMYMBI TIpY OJHON U TOM XKe IJIMHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
IIpumenanwe: [lpoaykr cooreercTByet Tpeboparusm HJJ

Conclusion : APPROVED /
3axmouyenne: OJOBPEHO

Prepared by /
ITonrorosieHo: Noor Mohammad

55

Checked by /

ITpogepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / PE{GBO)JHTenb
Amit Kumar ==

> =

f.

Reprint Date /
Hara: 27.11.2024

Reprint Date /
Jara: 27.11.2024

Reprint Date /
Jara: 27.11.2024

Rugistered Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tak +21 40 4800 2260, Fax: =51 10 4300 2999, Email: mail@dineddys.com
CIN: LSE195AP1YS4PLCO0AE0T

W diTeddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Read, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www, drraddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykrz Keropoa® Dxcnpece (keTopo.ak) TabeTku, AUCIeprupyemMble B MOJOCTH pTa, 10 Mr

Market / Prinok

:Russia / Poccus

Batch No/ ) Batch Quantity / . 3600000 tab /

Cepus N2  VESIER Oonem cepuu ~ 3600000 Tab

Analytical Repo‘f't No/ - 040002732286 Date of Analysis / . 2711.2024

AHanuTHWYeckHii oTyer No JlaTa ananu3za

Date of Manufacture / . 11/2004 Date of Expiry / . 10/2026

Jara npousBoacTea Topen no

Mfg. License No. / ) .

IlpoussoAcTBeHHAS : MNB/05/263 IO Anmb e a B0 o0 SIS
Homep PY RU)

JHIeH3us Ne

Analysis performed according ND:

/ Anann3 npogsegen mo H/: JIII-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp.2 w39

No

Test / [lokaszaTeanb
No

Results / PesynabTaTnbl

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). / Bpemsi ynepXHBaHus
OCHOBHOTO IMKa Ha XpoMarorpaMmme
UCMBITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBATh BPEMEHH YNEPKUBAHHS
OCHOBHOIO [MKa Ha XpoMaTorpamme
pactBopa CTaHAAPTHOTO oOpasua
KeTopoJlaka  TpoMeTamMuHa  (paszaen
«KonuiecTBeHHOE ONpeNeNiCHHEY).

Remarks : The Product conforms to

ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusaM HJL

ND/

Conclusion : APPROVED /
3axmwouenune: OJOBPEHO

Prepared by /
ITonrorosineHo: Noor Mohammad

Checked by /
IIposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroauresns
Amit Kumar

\s =

—

e
Reprint Date /

Jara: 27.11.2024

Reprint Date /
Jara: 27.11.2024

Reprint Date/ 1
Hara: 27.11.2024

fegistered Uriice 8-2-33/, Hoad No. 3, Banjara Hills, Hyderabad - 500034, telangana, India
Tek +94 30 4800 2200, Fax: +51 40 4900 2999, Email: mail@drieddys.com

CIN: LS5185AP1984PLCO04507
wwwdrreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bad i,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98165 56001-02

CEPTU®HUKAT AHAJIU3A

wwnadrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Jkcnpece (keToponak) TabjieTKH, AHCHeprupyeMble B noqaocts pra, 10 mr

Market / Poinox

:Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne | VERLEOY O0bemM cepHH - 3600000 Tab

Analytical Repo\}‘t No / - 040002732286 Date of Analysis / . 9711.2024

AHaguTHiecKHi oTueT Ne JlaTa anajinia

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

Jara mpou3BOACTBa T'onen go

Mfg. License No. / ] :

IIpousBojAcTBeHHAS : MNB/05/263 Bsnumberse g SISO SEIS
Homep PY RU)

JHIeH3ust No

Analysis performed according ND:

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

Page3of 9/ Crp.3 u3 9

i.oo Test / [IokasaTesb Results / PesyabTaThl Specification / Hopma
'_Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuarnuson 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
yOepXKUBAHHUS ITHKOB
2-6yTHIATHAPOKCHAHN301a "
3-0yTHIrHAPOKCHAHU301a Ha

XpoMaTorpaMMe HUCHIBITYEMOTO pacTBOpa

NOJDKHBI  COOTBETCTBOBAaTh  BPEMEHAM
yIep>KUBaHUs MIMKOB
2-6yTUNTHAPOKCHAaHK30)1a u
3-0yTUATHAPOKCHAHU30a Ha

XpoMaTorpaMMe pacTBoOpa CTaHAAPTHOIO
obpa3zua OyTHIrHApoKcHaHu3ona (pasaen
«CopepxaHnue
OYTHNTHAPOKCHAHNU30JIan).

Remarks : The Product conforms to

[Tpumedanue: IIpoayKT cooTBeTCTBYET TpeboBanuam HJE

ND/
Jaka

Conclusion : APPROVED /

wuenune: OJIOBPEHO

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

IMoaroroeneno: Noor Mohammad | IIposepeno: Santosh Kumar | Omo6peno: Menemxep / PykosonuTtesns
(24 Maurya Amit Kumar /\( ;

Reprint Date / Reprint Date / Reprint Date/ '

Jara: 27.11.2024 Jlata: 27.11.2024 Jara: 27.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50C034, Telangana, India

CINLLSBA95AP19E4PLI00AS0T
v direddys com

2300, Fax #5140 4960 2299, Email: mailé@drreddys.com




Dr.Reddy’s ‘;‘7

CERTIFICATE OF ANALYSIS

Or Reddy's Laboratories Ltd
Formulaticn Unit-6

Viil. Khol, Malagarh Road, Ba<idi.
Distt. Solan, H.P., 173 205, INDIA
Tol 1 +91 981656 56001-02

CEPTUDHKAT AHAJIM3A

omiaam A N s g
WVON OTTEaays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykrz Keropon® xenpece (keroposak) TabaeTkH, AHNCeprupyeMbie B mojocTu pra, 10 mr

Market / Prinok ‘Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus N2 s Vedlee O0beM cepun " 3600000 Tab

Analytical Repo:’t No / . 040002732286 Date of Analysis / . 9711.2024

AHamuTHieckHii oTueT No JlaTra anaausa

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

Jara npoussoacTea T'ogen no

Mfg. License No. / . .

Ilpou3sBocTBEHHAS : MNB/05/263 MA.numbery] g peiiene(004609) (LIS
Homep PY RU)

JHuen3us Ne

Analysis performed according ND: / Anaans nposeaeH

mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Paged4of 9/Crp. 4139

iﬂo Test / IlokazaTennb Results / PesynbTaTsl Specification / Hopma
3 | Average weight / Cpeansist 69.5 mg/69.5 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 Mr no 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OAHOpPOAHOCTHL Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oonee = 10 %;
2/20 TabneTtok — He Honee £ 20 %.
4 Disintegration time / 00 min 46 sec / 00 MuH 46 cex Not more than 3 min. / He 6osee 3 MuH.
Pacnagaemocthb
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
Unit-2 / Ta61-2 99 9 C15H13N03.'C4H'11NO3 ) (ketorolac
tromethamine) in 15 min. / He MeHee
Unit-3 / Ta61-3 100% | 75% «Q CisHi3NO3+C4H11NO3
. (xeroponaka TpoMeTaMuH) uepe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 95 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
[Mpumeuanue: [TpoaykT cooTBeTcTBYeT Tpeboranusm HJ[

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Prepared by / Checked by /
IToarororneno: Noor Mohammad
Maurya

IIposepeHo: Santoi.éxr(umar

=

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / PykoBoaurens

Amit Kumar L
/\-<//
]

Reprint Date /
Jara: 27.11.2024

Reprint Date /
Hata: 27.11.2024

Reprint Date /
Hara: 27.11.2024

dile. 3, Banjars

Hills, Hyaerabad - 306034, Tolangana, India

H0 200 2829, Email mailZ diveddys.com

LCCO4207

wynvdirreddvs.com




Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacdidi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drraddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxrz Keropon® Ixkcnpece (keToposiak) TabJeTKH, ANCePrHpyeMBIe B MOJIOCTH pTa, 10 Mr

Market / Poinok

:Russia / Poccus

Batch Noo / . Batch Quantity / 3600000 tab /

Cepns N2 s V2402434 O6bem cepun " 3600000 Tab

Amaly A REPORGNOY . 040002732286 Date of Amalysis/ . ;17 9094

AnanuTieckuii oTyeT Ne Jata anaau3za

Date of Manufacture / . 112024 Date of Expiry / . 10/2026

Jlara npou3BoacTBa TI'ogen no

Mifg. License No. / . .

IIpon3BoAcTBEHHAS : MNB/05/263 MASRuRIbELEY  JII:NE(004662)3(E T
Homep PY RU)

JIHIeH3Hs1 No

Analysis performed according ND: / Ananu3 nposegen no HJI: JIII-Ne(004669)-(PT-RU)-190224

PageSof9/Crp.5mu39

HAucnepcHocTh

ig Test / [Ioka3zaTenb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / Ob6pazyerca
OIHOPOAHAs CYCHEH3Ws, TNPOXOMAIIAL
CKBO3b CHTO C pa3MEpOM OTBEPCTUH
710 MKM.

7 Impurities / TIpumecu

1-hydroxy analog of
ketorolac: /
1-ruapoxcuananor
KeTopoJiaka

Below LOD (LOD = 0.0010 %) /
Huxe npeneina obHapyxenus (I1O
=0.0010 %)

not more than 0.5 %; / He 6oinee 0,5 %,;

1-keto analog of ketorolac /
1-keToaHAIOTr KeTOpoJiaka

0.04%

not more than 0.8 %; / ue 6onee 0,8 %;

unidentified impurity /
eIMHUYHAsA
HeUJeHTU(HULIHPOBaHHAsA
npuMech

0.03%

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

total impurities /
CyMMa IIpUMecei

0.1%

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

8 | Water content/
ConepxxaHne BOIbI

22 %

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

Remarks : The Product conforms to ND/
Ipumeuanwe: IlpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Jakawuenune: OJJOBPEHO

Prepared by / Checked by /
IMoarorosnexno: Noor Mohammad

L% Maurya

@)

Iporepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens

Amit Kumar /\(‘ /\‘//

Reprint Date /
Hara: 27.11.2024

Reprint Date /
Jara: 27.11.2024

Reprint Date / |

Hara: 27.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4500 2300, Fax: +91 40 4360 2999, Email: mail@drreddys.com
CIN: L35155AP1984PLCO04507
wyww, direddys.com




Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56C01-02

CEPTUPUKAT AHAJIU3A

wwiw drraddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrs Keropon® Jxcnpece (keToposak) Tab1eTKH, AucHeprupyemMbie B noa0cTi pra, 10 mr

Market / Peinox :Russia / Poccus

JHIeH3Hs1 No

Batch No/ . Batch Quantity / 3600000 tab /
Cepus N2 Vet O6beM cepun " 3600000 Tab
Analytical Repo:’t No/ - 040002732286 Date of Analysis / - 9711.2024
Ananntiecknil oTuer Ne JlaTa anaiunza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npousBoacTBa TI'onen oo
Mfg. License No. /

. MA number: / _ JII-Ne(004669)-(PT -
IIpou3BoAcTBEeHHAS : MNB/05/263 Homep PY " RU)

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

Page 6 of 9/ Crp. 6 H3 9

i‘? Test / [lokasaTennb Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcraTo4yHbie OpraHn4ecKHe pacTBOPHTESH
Isopropyl alcohol / 16 pg/tab / Not more than 350 pg/tab. /
H3zonponaHon 16 Mxr B TabneTKe He Gonee 350 Mxr B TabneTKe.

10 | Microbiological purity*/ Mukpo6uoJsiornueckast yucrora*

Total Aerobic Microbial
Count / ob1iee 4MCIIO

not more than 10® CFU/g; /
He 6onee 103 KOE/T;

OaHopoaHOCTDL
A03MPOBAHHLIX €AHHHLL

NA
a3p06HBIX MHUKPO-
OPraHU3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / ob1uee yucao NA He Gonee 10?2 KOE/T;
JPOXOKEBBIX M TUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTCTBHE B 1 T.
11 Uniformity of dosage units / 3.6 Acceptance value (4¥) not more than

15.0 ITokasatenb npuemMineMocTH (A7)
JomxeH 6T He 6ogee 15,0.

Remarks : The Product conforms to ND/
[Mpumedanue: Iponykr coorBeTcTByeT TpebGopanusam HJT

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / Checked by /
Hoarorosneno: Noor Mohammad

7.

Maurya

IMpoeepeno: Santosh Kumar

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

Amit Kumar e
[

Reprint Date /
Hara: 27.11.2024

Reprint Date /
Mara: 27.11.2024

Reprint Date/  \
Hara: 27.11.2024

Registercd Dffico: 3-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol +0%

{3500 2300, Fax: +51 40 49090 2699, Email: mail@diraddys.com
CIN: L3E185AP1S84PLCONAE0T
vy diveddys.com



Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 983166 56C01-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMponykr: KeTopoa® Jxcnpece (keToposiak) Ta6/1eTKH, JHCHEPrupyemMble B MOJI0CTH pTa, 10 mr

Market / Poinok

:Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepus Ne A Vi2d02eas O6bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002732286 Date of Analysis / . 9711.2024

AHnanTHYecknii oTyeT Ne Hdara ananunsa

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

Hara npou3BoacTBa I'ogen oo

Mfg. License No. / . ]

Ilpou3BoAcTBeHHAs : MNB/05/263 MASnumberEl) p SHIENE(00H662)(EI
Homep PY RU)

JHIeH3HsT Ne

Analysis performed according ND: / Auanu3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 7 of 9/ Crp. 7n39

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6muctepe uz (IIA/AJITID ¢
BraronoraotuteneM/TIOBIT)
¢omsru // (II3/AJ]) donsru. o
2 6aMcTepa BMECTE C JINCTKOM-
BKJIA/IBILIEM B mayKy
KapTOHHYIO.

1}00 Test / Iloka3zaTenb Results / Pe3ysabTaThi Specification / Hopma
12 | Assay/KoauuyecTBeHHoe 10.1 mg/10.1 mr From 90mg to 11.0 mg of
ompejaeieHHe (100.7 %) CisH13NO3*C4H1 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 mr Ci5H;3NO3*C4H 1 NO3
(xetoponaka Tpomeramud) (ot 90,0 fo
110,0 % OT 3afBJICHHOr0 KOJIM4ECTRa) B
TabneTke.
13 | Butylhydroxyanisole 0.0966 mg/tab / Not less than 0.042 mg/tab. /
content / Coaep:xanue 0.0966 mr B TabneTke He menee 0,042 mr B TabieTke.
Oy THJITHAPOKCHAHU30J1A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne YNaKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 tabneTox B
onucrepe u3 (TTA/AJI/TID c
sraronornorureneM/TI3BIT)  donsru //
(IT3/AJT) ¢oneru. ITo 1 wiu 2 Gnuctepa
BMECTE C JINCTKOM-BKJIa[BILLUEM B IIAYKY
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: ITponykr cooTBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

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

Toarorosaeno: Noor Mohammad | IIpoBepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBoauresnb
Maurya Amit Kumar J

Reprint Date / Reprint Date / Reprint Date / !

Jara: 27.11.2024 Jara: 27.11.2024 Jara: 27.11.2024

Reqisterad Dffice: €-2-337, Rond Mo, 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel +21 40 4200 2200, Fax: =91 40 4300 2999, Email: mail@drieddys.com

CIN: L85 195AP1S84PLCO04507

wyaow.drieddys.com




Dr. Reddy's Laboratories tid.
Formulatich Unit-6

@
/ e® Viil. Khol, Nalagarh Road, Bacddi,
DI’. Reddy S ‘.. Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHUDUKAT AHAJIM3A v drEeddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykrz Ketopon® Ixenpece (keroposak) TabneTkn, Ancieprupyemple B oJocTd pra, 10 mr
Market / Poinox ‘Russia / Poccust
Batch No/ . Batch Quantity / 3600000 tab /
Cepus N2 Aesace O61bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002732286 Date of Analysis / . 9711.2024
AHanuTHyeckHii oTuer Ne Jara ananusa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npousBoacTea Tomen go
Mfg. License No. / . o
IlponsBoAcTBenHas : MNB/05/263 M, U erey ; (GO0 ) (RIFG
Homep PY RU)

JHIeH3HsI Ne
Analysis performed according ND: / Anann3 nposexen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page8 of 9/ Ctp. 8 n3 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 BLINYCKe JEKapCTBEHHOrO NMpenapaTa KOHTPOJIb KauecTBa Mo nokasarenio « Mukpobuonornieckas
YMCTOTA) MPOBOANTCS AJIs Kax10ii 20-0if cepuu, WM A5 OAHOH CEPHH B rof, B 3aBHCHMOCTH OT TOr0, 4TO
HACTYNHUT paHbllie.

API name / Haumenosanne APC: Ketorolac tromethamine / Keroponaka TpomeTaMHuH
INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRHO007413, ABPH007685
Homep cepuu npouspogureaa ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHH NPOH3BOAHTEIA FERA00477, FERA00520
rJid:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponszeomuress APC, crpana: H-p Penau'c JlaGoparopuc JItn., Unaus
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) /
HaumeHnoBaHue, agpec, JUIeH3HA 1A H-p Pennu’c Jlaboparopuc JIta., Unnus, IIpoussoncreeHHoe
IIpouzeoacTennas miomaaka / Ilnomanka noapasneneHune-6, Buyi. Kxons, Hanarapx Poya, bannu, Jluctpukr
KOHTpOoJIA kadyecTBa / [Inomaaka Beinycka Conan, X.IT., 173205, Uunus (nuuensus Homep MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumMeyanue: IIpoayKT cooTBeTcTBYET Tpeboanusam HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioaroroeneno: Noor Mohammad | IIposepeno: Santosh Kumar | Ongo6peno: Menemkep / PykoBonurens

Maurya @ Amit Kumar b
7 [

Reprint Date / Reprint Date / Reprint Date / 1
Hara: 27.11.2024 Jara: 27.11.2024 Hara: 27.11.2024

miered Dllhee: 8-2-437, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel +90 30 4800 2500, Fan: +51 40 49060 2999, Email: mail@drreddys.com
Clid: LS5 1085AP1984PLCO04E0T
wwardrreddys.com




Dr. Reddy's Laboratories Ltd
Forrulation Unit-6

@oe
R Y/ ‘.. Viil. Khol, Nalagarh Road, Baddi
Dr. eddy s '. Distt. Solan, H.P,, 173 205, |ND!A

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTHO®UKAT AHAJIN3A wwnedrreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrs Keropoa® Ixcmpecce (keroposiak) Ta6JeTKH, AMCHEprUpyeMble B IOJIOCTH pTa, 10 Mr
| Market / Poinox :Russia / Poccus
Batch No/ . Batch Quantity / 3600000 tab /
Cepua N2 § V202 O0beM cepHH " 3600000 Tab
Analytical Report No/ . 040002732286 Date of Analysis / . 9711.2024
AHaguTHYeckmii oTyer Ne Jara anaauza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Hata npoussoacTea Tomen po
Mfg. License No. / . .
Ilpon3Bo/cTBeHHAs - MNB/05/263 M, mummb exsp) s JILN(004669)(ET
Homep PY RU)
JIHIeH3ust No
| Analysis performed according ND: / Anann3 nposexen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
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Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
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/I09eHne 0 COOTBETCTBHH: «HacToAIMM S MOATBEPKIAIO, YTO IPHBEACHHAS BBILE HHQOPMALIHS ABIAETCS
JIOCTOBEPHON M TOYHOM. JTa Cepusl MPOAYKLWH IpOoM3BeAeHa (BKIIOYAs YNaKOBKY (MapKHPOBKY) M KOHTDOJIb
KagyecTBa) HA BHIIIEYKA3aHHON IIPOM3BOJICTBCHHON IUIOMMaiKe (IIOMIANKax) B IIOJHOM COOTBETCTBHHM C
TpeGoBanusamMu [IpaBui HamTexKaleil MPOU3BOACTBEHHON HpakTUKH EBpazuiickoro skoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centssbps 2022) u TpeOOBaHUAMH KOHTPOJIS KaUeCTBA JIEKAPCTBCHHBIX CPEMICTB,
a TaK)Xe B COOTBETCTBHH CO CIICIU(PHUKAIMSIMHE, COACPXKAIMMHUCSA B PETHCTPAlMOHHOM JIOChE CTPaHBI-MMIIOPTEPA.
3anucy o IPOM3BOJICTBY, YIIAKOBKE H aHAIM3Y TPOBEPEHBI, M YCTAaHOBJIEHO X COOTBeTCTBUE TpeboBanu:aM I1pasuin
HaJIJIeXAallel IpOU3BOACTBEHHOM MpakTHKK EBpasuiickoro 3K0HOMHYECKOTO COKO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITponykT coorBercTBYET TpeboBanmam HJI 3axinouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosnero: Noor Mohammad | Ilposepeno: Santos%ﬁmar Onobpeno: Menemxep / PykoBoaurens
Maurya { Amit Kumar L

Reprint Date / Reprint Date / Reprint Date / \
Jara: 27.11.2024 Hara: 27.11.2024 Hara: 27.11.2024

Registered Dffica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tl 914D 4500 2200, Fax: <81 40 4900 2229, Emaii: mail@drreddys.com
Clid: LES1S5AP1984PLCR04E0T
wawvdrreddys,com



