Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mé__-
Hpoayxkr: Keropon® Ixenpece (keroposak) TaduerkH, JHenepripyemsie B 1010CTH pIa, 10 mr

Market / Poinok : Russia / Poccus

}}‘atch No/ . V2402151 Batch Quantity / : 3600000 tab /

Cepusn Ne Ob6bem cepun 3600000 Ta6

Analytical Report No/ . 040002698863 Date of Analysis / . 29.10.2024

AHaauTHyeckHi oTyer Ne Jara aHa/IM32

Date of Manufacture / . 09/2024 _Date of Expiry / . 08/2026

JlaTa npou3BoOCTBA T'onen mo

Mfg. License No. / -

IIpon3BoacTBeHHas : MNB/05/263 MA number: / : JII-Na(004669)~(PT-
Homep PY RU)

anoensun No

Analysis performed according ND:

/ Ananus nposegen mo HJL: JIII-Ne(004669)-(PI" -RU)-190224

Page1of 9/Cip.1u3 9

tablets with "|" debossed on one
side. / Kpyrable mockue
TabneTky ¢ PackoM, CBETIO-
JKEJITOrO 11BETa C IPAaBUPOBKOIt
«I» Ha oHO{1 CTOpOHE.

if: Test / [lokazaTess Results / Pe3ynbTaThl Specification / Ilopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets

with "" debossed on one side. / Kpymiste
nnockde TabNeTKH ¢ (ackoil, CBeTNO-
JENTOro 1Bera C rpaBMpOBKOH «!» Ha
OMHO1 CTOPOHE.

2 Identification / UpeuTud

UKaunsa

Ketorolac / Kemoponak:

Complies / CoorTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(# 2nm). / YO-crnekTpsl MNOMIOIIEHMA
MCIIBITYEMOTO DAcTBOpa M PacTBOpa
cranmapTiioro  ofpazua  keToposaka
TpoMeTaMKHa LOJIKHBI UMETh
MAKCHMYMB! TMPH OAHOM M TOH K& JUTHHE
BOJIHBL (£ 2 nM).

Remarks : The Product conforms to ND/
IIpnmeuanue: ITponykr cootseTcTRyeT Tpebosanmam HII

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by /
IToarotosnedo: Santosh quar
Maurya

Checked by /

Iposepero: Pawan Kumar

/{L_f

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykopoavresb

Amit Kumar /\’ ,,f:;'

Reprint Date /
JlaTa: 29.10.2024

Reprint Date /

Jlara: 29.10.2024

Reprint Date / !

Jara: 29.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDPHUKAT AHAJIHU3A

IIpoaykr: Ketopoa® Drenpece (keroposax) Tabaerk, AHcnepriipyemMbie

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

B noJocth pra, 10 mr

Market / Prinok :Russia / Poccus

Batch No / . V2402151 Batch Quantity / . 3600000 tab /
| Cepust Ne ) O61BeM cepis " 3600000 16

Analytfcal Report No/ - 040002698863 Date of Analysis / . 29102024

Awnanurnuecknii oTuer No JaTa anaausa

Date of Manufactare / - 09/2024 Date of Expiry / . 08/2026

JlaTa mpoussoacTea Topen o

Mfg. License No. /

ITpouseoacreennas : MNB/05/263 L e 06E : LD R P G

. ! Homep PY RU)

Hiensna Ne

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

Page2 of 9/Cyp.2 3 9

1;:) Test / ITokazaTens Results / PesynbTaTsl Specification / Hopma
Complies / CooTBeTcTBYET The retention time of the main peak on the

chromatogram of test solution should
correspond to that on the ciromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpema ynepxusanus
OCHOBHOTO THKa Ha XPOMaTOrpamme
HCOBITYEMOTO pactsopa JOJIKHO
COOTBETCTBOBATh BPCMCHHU YAEPKUBAHHS
OCIOBHOTO TIHKA Ha XpoMaTorpamme
pacTBopa CTAHOAPTHOIO obpasua
KCToponaka  TpoMeTamuua  (pasmen
«Ko119ecTBEHHOE ONpENEeNEHHEY),

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

Ilpumeyanue: [lponykr cooTBeTcTBYET Tpebosauuam HJT ° 3axmouenne: OJJOBPEHO

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

Iloaroroeneno: Santosh Kumar [TpoBepeto: Pawan Kumar Onobpero: Menemxep / PykoBonuresns

Mawrya " : Amit Kumar s =

e /x(‘ “/”
Reprint Date / Reprint Date / Reprint Date/ T
Jarta: 29.10.2024 Hara: 29.10.2024 Jara: 29.10.2024

i o (e 137, Rand Ha. 3, Ba




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Jxcnpecc (keropoaak) Tabaerki, AMCNeprpyemble B MOJ0CTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus
Batch No / Batch Quantity / 3600000 tab /
' 2 '
Cepusi Ne A O6bem cepHH " 3600000 Tab
inalynca] Repo“rt No / . 040002698863 Date of Analysis / . 29.10.2024
HANNHTHYEeCKMIl oTdeT No JaTta anaansa
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JaTta npousBogcTBa Toxen 1o
Mifg. License No. / :
IponssoacreeHAas : MNB/05/263 MA number: / : JIII-Ne(004669)-(PI'-
Homep PY RU)
annensna No

Analysis performed according ND:

/ Anannz nposepen wo HJT: JITI-Ne(004669)-(PI'-RU)-190224

Page3of9/Crp.3m39

N
.N‘f Test / [Toka3zaTens Results / Pe3yneTathi Specification / Hopma
Butylhvdroxyanisole / Complies / CooTBETCTRYET The retention times of 2-
Bymuacudpoxcuanuson butylhydroxyanisole and 3-
butylhydroxyanisole pcaks 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). / Bpemcha
yAepXHBaHHUA TIKOB
2-6yTUNrHAPOKCHaHN30Ma IT;
3-0yTUNTUOPOKCHAHN30TIA Ha
XPOMATOrpaMMe MCIBITYEMOTO PacTBOPA
JOJKHbI COOTBETCTBOBATEL BpeMeEHaM
YaepKUBaHHUA TIHKOB
2-6yTHATHAPOKCHAHH301a n
3-6yTIIrnapokcHaHH30Nd Ha

XpOMaTorpamMMe pacTBOpa CTaHAAPTHOIO
obpasna GyTHArHApokcHaHu300a (pasaen
«Conepxanue

Gy THITHAPOKCHAHH30AY).

Remarks : The Product conforms to

[Tpumeuanne: IlponykT cooTseTcTBYET TpeboBanuam HJT

ND/

Conclusion : APPROVED /
Saxnouenue: OJJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar
Maurya %

Checked by /
ITposepeno: Pawan Kumar

I

Approved by: Manager/Executive /
Omno6peHo: McHemxep / Pykoponutens

Amit Kumar WL

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date /  °

Hara: 29.10.2024




Dr.Reddy’s Q‘g‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIHU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® Dxenpece (keropoaax) Tabiiersn, Ancneprupyenmbie B moaocT pra, 10 mr

Market / Poinox :Russia / Poceus

Batch No / . V2402151 Batch Quantity / . 3600000 tab /

Cepust Ne : O6bem ceprn " 3600000 Tab

Analytical Repo:’t Neo/ . 040002698863 Date of Analysis / . 99.10.2024

AHanuTH4YeCKHi oTuer No Jarta anannsza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jdata npoussogcTBa I'ogen go

Mifg. License No. / o .

IpoussoacTBeHHAR : MNB/05/263 e / ¢ IS G
Homep PY RU)

aunenszya Ne

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

Page40f9/Crp.4u3 9

Macca

Uniformity of weight /
OaHOpOAHOCTL Macehl

Complies / CooTBeTcTBYCT

%? Test / [Tokasatenn Results / PesyabsTathl Specification / Hopma
3 Average weight / Cpeanss 68.9 mg / 68.9 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /

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

18/20 tablets - not more than + 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabretox — He Oonce + 10 %;
2/20 rabnerox — e Gonee £ 20 %.

4 Disintegration time /
PacnanaemocTsb

01 min 10 sec / 01 mun 10 cex

Not more than 3 min. / He Gonee 3 Mumu.

5 Dissolution / PacTeopenue

Unit-1/ Ta6n-1 102 %
Unit-2 / Ta6n-2 102%

Unit-3 / Ta6n-3 102 %
Unit-4 / Ta6n-4 101 %
Unit-5 / Ta6n-5 95 %
Unit-6/ Ta6n-6 99 %

Not less than 75% (Q) of
CisHi3NO3;*C4H((NO3 (ketorolac
tromethamine) in 15 min. / He Menee
75 % Q) Ci5H3NO;+C4H | (NO3
(keToponaka TpoMETaMHH) uepes 15 MuH.

Remarks : The Product conforms to ND/
Mpumedanne: [pomykT cootseTcTBYET Tpebopanuam HII

Conclusion : APPROVED /
3axiouenne: OTOBPEHO

Preparcd by / Checked by /
[Noaroroenero: Santosh Kumar IIposepetio: Pawan Kumar

Maurya @ 4)1__

Approved by: Manager/Executive /
OnobGpeno: Meuemxep / Pyxosoautens
Amit Kumar ; L

/ &'-""' S

:

T

Reprint Date / Reprint Date / /
Jata: 29.10.2024 Jlarta: 29.10.2024

Reprint Date / Y
Hara: 29.10.2024




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJINM3A

Product : Ketorol Express (ketorolac) Orally Disintcgra'ting Tablets 10 mg
Hpoaver: Keropoa® Jxenpece (keropoaax) Tabuerk, AHcneprupyembic B moaoctTn pra, 10 mr

Market / Peniok :Russia / Poccus o
Batch No / Batch Quantity / 3600000 tab /

. 7 .
Cepns Ne L] Oo0bem cepunt " 3600000 Tab
Analytical Repourt No/ - 040002698863 Date of Analysis / . 20.10.2024
AHaguTHYecKHIi oT9eT No Jara anaansa
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jarta npounsBoacrea I'open o
Mfg. License No. / f o
IIponzBoAcTBeNHAs : MNB/05/263 BALA o3 f : I CEOE0) S (e
i Homep PY RU)
Juuen3na Ne

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

Page50f9/Crp. 5139

—
i? Test / ITokazarens Results / PesynsTaTb! Specification / Hopma
6 Particle size distribution / Complies / CoorseTcTByeT A uniform suspension passing through a
HduciepeHoers 710 um sieve is formed. / Obpazyercs
OLHOPOAHAsST CYCMEH3WA, NPOXONWAS
CKBO3b CHTO ¢ pa3MepOM OTBEpPCTHH
710 MKM.
7 Impurities / [TpumecH
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He Bosaee 0,5 %,;
ketorolac: / / Hixe npepena
1-ruapokcuananor KOJIM4CCTBCHHOIO OTIpeAeCHUS
KeTopoJiaka (TTKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %; / ne 6onee 0,8 %;
1-keToAHANOr KETOpOaKa 0.08%
unidentified impurity / not more than 0.5 %; / ne 6onec 0,5 %;
€NNHHYHaA 0.01 %
HeHAeHTHHIIHPOBAHHAA
npHMech
total impurities / 0.1% not more than 1.0 %. / ve Gonee 1,0 %.
cyMMa npumeceii
8 Water content / 3.8% Not more than 7.0 %. /
CoaepwaHue BOAbL He donee 7,0 %.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanne: [IpoaykT coorBercTryeT TpebopanuaM HJI 3axmiouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Monrorosneno: Santosh Kumar IMTporepeHo: Pawan Kumar Opnobpeno: Menemxep / PykoBoauTeNb
Maurya \ 74 Amit Kumar ; Ny

~12 /’:S‘_/ ”/-«"
Reprint Date / Reprint Date / / Reprint Date /
Hata: 29.10,2024 Jara: 29.10.2024 Jara: 29.10.2024
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Dr.Reddy'’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxrr: Ketopoa® Dxenpece (keropoaak) Tabaerki, AucneprupyemMsie B moJIOCTH pra, 10 mr

Market / PpiHOK :Russia / Pocens
Batch No / i Batch Quantity / _ 3600000 tab /
Cepus No AL~ "D O6bem cepun " 3600000 rab
Analytical chourt No/ . 040002698863 Date of Analysis / . 29.10.2024
AHannTHYeCKHH oTYeT Ne : Jara anainsa
Date of Manufacture / « 09/2024 .Datg of Expiry / . 08/2026

| Jlata npoH3BOACTBA Topen oo
Mfg. License No, / ) " No i
IIpon3sogcTBeHHAS : MNB/05/263 DALEL TS § : BT

Homep PY RU)

Juuen3us Ne

_Analysis performed according ND: / Anamus nposegen no HJL: JII-Ne(004669)-(PT-RU)-190224

Page 60f9/Crp. 6 139

‘I:,f Test / IlokasaTens Results / Pe3yabTaTsl Specification / Hopma
9 Residual solvents / QcTaTouHble OpraHUYecKHe PACTBOPHTEIH
Isopropyl alcohol / 11 pgftab / Not more than 350 pg/tab. /
Hzonponayon 11 Mkr B TabneTke He 6onee 350 mxr B TabneTke.

10 | Microbiological purity*/ MuxpoGuonorudcekasi Hncrora®

Total Aerobic Microbial NA
Count / o611ee YUCIO
a3p0BHBIX MUKPO-
OpraHH3MOB

not more than 10* CFU/g; /
He Gonee 10° KOE/r;

Total Combined Yeast and NA
mold count / ofrtce YHca0 .
JIPOHCOKEBBIX W (IECHEBHIX

not more than 10* CFU/g; /
ne Gonee 10° KOE/T;

AO3HPOBANIIbLIX €AHITHIY

rpubor
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 73 Acceptance value (4F) not more than
OaxoponHoOCTb 15.0 ITokasatenp npremneMocth (AV)

nosxeH OuITh He Oonee 15,0.

Remarks : The Product conforms to ND/
TIpumeuanue: IIponykt coorsercryeT Tpebopanuam HJI

Conclusion : APPROVED /
Baxmouenne: QNOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar [Tporepeno: Pawan Kumar Onob6peno: Menemxkep / Pyxkosoauresib
Maurya Amit Kumar el

‘ /X‘—./ :_,,..-r""’
Reprint Date / Reprint Date / ’ Reprint Date /
Hata: 29.10.2024 Hata: 29.10.2024 - Hata: 29.10.2024




Dr.Reddy’s Qf’

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIU3A

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

Hpoayxkr: Keropoa® Ixenpece (keToponar) Tabaerky, AMCHCPrHPYEMBIC B 110J0CTH P14, 10 mr

Market / Poinok :Russia / Poccust :

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne 1 S O6bem cepin " 3600000 Tab

Analytical Repourt No/ . 040002698863 Date of Analysis / . 29.10.2024

AHanuTH4ecKHi oTyer No Jara anaauza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JlaTa npon3poacTBA Topen go

Mfg. License No. / j . :

IIpousBopcTeenHas : MNB/05/263 BLEL LTl : MR 2200
Homep PY RU)

Janenzus Ne

Analysis performed according ND: / Anasns nposenen mo HIL: JITI-Ne(004669)~(PT'-RU)-190224

Page7 of 9/Crp. 713 9

No

Test / Iokazarens
Na

Results / PesyabTaTel

Specification / Hopma

12 | Assay/ KonuuecTBennoe
omnpeacieHHe

10.0 mg / 10.0 mr
(99.5 %)

From 9S0mg to 11.0 mg of
C|5H13N03'C4H[1N03 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Or 9,0 mr o
11,0 Mr CisHi3NOa*C4H | ;NO3
(xeToponaka TpoMeTamun) (oT 90,0 so
110,0 % oT 3ajBJICHHOTO KOJMYCCTBA) B
TabneTke.

13 Butylhydroxyanisole
content / Coaepxanne
SyTHArHIpoKCcHAHHU3IONA

0.0919 mg/tab /
0.0919 Mr B TabneTke

Not less than 0.042 mg/tab. /
He Menee 0,042 mr B TabneTKe.

14 | Package description /
Onucanne YIaKoBKI

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 Tabnerox B
Gmiacrepe w3 (IIA/AJVIID c
snaronornotiresem/[13BIT)
¢onsr / (IT/AJT) donsru. ITo
2 GnucTepa BMECTE C JIMCTKOM-
BKNaAbIIEM B mayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. T or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 rtabneTox B
6mictepe W3 (ITA/ATIITID c
pnaronornotutenem/IIDBIT) donbrn //
(I13/AJ) doneru. Ilo 1 unn 2 Gnncrepa
BMECTE C NMCTKOM-BKJIAABILLEM B 114Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cootsercTayet Tpebosanuam HII

Conclusion : APPROVED /
3akmouennc: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneno: Santosh Kumar TMposepeno: Pawan Kumar Ono6peno: Menemkep / Pykosoautens
Maurya L%, & SN Amit Kumar o —

Reprint Date / Reprint Date / Reprint Date / '

Jata: 29.10.2024

Hara: 29.10.2024

Hata: 29.10.2024




Dr.Reddy’s ‘g’

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIWU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Dxenpece (KeTopoiak) TabieTku, AHcneprupyemsie B mosocth pra, 10 mr
Market / PrinOK :Russia / Poccus
Batch No / - V2402151 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab |
Analytical Repovrt No/ . 040002698863 Date of Analysis / . 2910.2024
AnanuruueckHii oTyeT No Jdara aHann3a
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JaTa mpousBoacTBa Tonen g0
Mifg. License No. / . TN
TponsBoacTBenHan : MNB/05/263 MA number: / ) ANTNE(004669) (RIS
Homep PY RU)
annensus Ne
Analysis performed according ND: / Anasins nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp.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 BBLINYCKE J1EKAPCTBEHHOIO MpenapaTa KOHTPOJIb Ka4ecTBa 110 Noka3aTenr «Muxpobnosornieckan
YHCTOTA» NPOBOANTCA AR Kaxnoi 20-0ii cepum, WK 1I O1HOMH cepHH B rod, B 3aBHCHMOCTH OT TOro, 4To

HACTYMHT paHbule.

| API name / Hanmenopaune APC:

Ketorolac tromethamine / Ketoposaka TpoMeTaMun

INN / MHH:

Ketorolac / KeToponax

API manufacturer batch number /
Homep cepun npoussoantes APC:

ABRHO007412

FP Manufacturer API Batch number /
Homep cepuH cyGcTaHIMH NPOH3BOANTEIS
TJD: .

FERA00458

API Manufactured by & country /
Iponseoputeas APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Peuw'c Jlabopatopuce Jita., Uanus

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

HanmeRnoBasie, agpec, JMUEH3INSA NI
Ilpon3soacrBeHHan njaomaaka / Ilmowagka
KOHTpoJs kauyecTBa / Thiomaaka BLIMycKa

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

H-p Pennu’c Jlaboparopuc Jiva., Munnd, [IponssoncTeeHHoe
noapaspaenetne-6, Buni. Kxons, Hanarapx Poyn, bamanu, Jlncrpukt
Conan, X.T1., 173205, Vuaua (mauensus Homep MNB/05/263)

Remarks : The Product conforms to ND/

ITpumeuanne: [Tponykt cooTsercTByeT TpebGopanuam HJI

Conclusion : APPROVED /
Sakarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMogroroenedo: Santosh Kumar [Tpoeepeno: Pawan Kumar Ono6peno: Menexep / Pykosogurens
Maurya @\( : Amit Kumar =

< /‘g__‘ /\«‘ —
Reprint Date / Reprint Date/ Reprint Date/ '~
Jara: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024




Dr.Reddy’s Q;‘

CERTIFICATE OF ANAL YSIS

CEPTHOUKAT AHAJTTU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg j
TTpoayxr: Keropoa® Dxcnpecc (keToponak) Ta6aeTky, AucaepriupycMeic B osocty pra, 10 mr ol
| Market / Prisok : Russia / Poccus ]
Batch No / ] Batch Quantity / _ 3600000 tab / N
Cepusi Ne AL O6bem cepHn " 3600000 Tab
Analytical Repogrt No/ . 040002698863 : Date of Analysis / - 2910.2024
AHaguTHYecKHH 0TyeT Ne Jata ananuia
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JaTta npomsBoacTBa Tonen g0
Mfg. License No. / . .
ITponzsocrBeHHAS : MNB/05/263 RESnumbenl LU R
Homep PY RU)
THIoen3ns Ne
Analysis performed according ND: / Anaans nposeaen no HJI: JITI-No(004669)-(PT-RU)-190224

Pagc9of9/Crp.9n3 9
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/00554-2.022 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».

3akmiodenue o cooTBercrenm: «HacTosmuM g MOOTBEPIKIAIO, YTO IPHBEAEHHAs BbIIE HHGOPMAIIHA SBIIAETCS
JOCTOBEPHOR M TOYHOH. DTa cepust NpPOAYKIMM MpOM3BeleHa (BKIIOYAs YIAKORKY (MapKMPOBKY) M KOHTpOJb
KaJyecTBa) Ha BBIIEYKAa3aHHOM TTPOM3BOACTBEHHOM TIompanke (IUIoINagKaX) B IOJHOM COOTBETCTBHH C
TpeboBanusMu IpaBun Hanne)aled MPOU3BOACTBECHHON MPAaKTHKH EBpasHHCKOro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa6ps 2022) 1 TpeboBaHU MM KOHTPOJIA KAYECTBA JICKAPCTBEHHEBIX CPE/ICTB,
a TaKXXe B COOTBETCTBHH cO crerurKanusmMu, COAEPKAHMKICSA B PeTHCTPAIIHOHHOM JOChE CTpaHbI-UMIIOpTEpA.
3aIucH 110 TIPOM3BOICTRY, YIIAKOBKE ¥ aHATM3Y IPOBEPEHE], B YCTAHOBIEHO HX COOTBETCTBHE TpeboBaHuaM flpasui
HaJUIEXAalleH poH3BONCTBEHHOM IpakTHKY EBpazHHCKOT0 3KOHOMHYECKOr0 COI03a».
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