@
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Dxrenpece (keTopoJak) TabneTKH, AHCNeprHpyeMble B M10J10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / - 3600000 tab /

Cepus Ne V2402150 O6bem cepHu " 3600000 Tab

Analytical Repo\f‘t No/ - 040002702704 Date of Analysis / - 9910.2024

AHagnTHYeCKMIl oTUeT Ne JlaTa anannsa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026
JlaTra npou3BoAcTBA I'ogen oo

Mfg. License No. / . .

ITpon3BoacTBEHHAS : MNB/05/263 VA mumberis/ y JIIENR(00466)= (RIS

Howmep PY RU)
JHUeH3Hs No

Analysis performed according ND:

/ Anaans nposenen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page1of 9/ Crp.1 139

No . X
o Test / [lokazaTesib Results / Pe3yabTaThi 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. / Kpyrnsle
side. / Kpyrable niockue niaockue TabmeTkn ¢ ¢ackoi, cBeTno-
TabneTky ¢ Gackoi, CBETI0- JKENTOro IiBeTa C IPaBHPOBKOH «I» Ha
JKEJITOTO LIBeTa C rPaBUPOBKO# OJHOM CTOPOHE.
«l» Ha OIHOH CTOpOHE.
2 Identification / MaenTuduxaums R

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / Y®-cnekTpsl MNOINIOLIEHHSA
HCIILITYEMOTO  pacTBopa U pacTBOpa
craHjapTHoro  obpasia  KeTopoaka
TpOMETaMHHa ZOJDKHBI HMEThb
MaKkCHMYMBI TIPH OXHOM U TOH Xke IJIHHE
BOJIHEI (£ 2 HM).

Remarks : The Product conforms to

ITpumeuanue: [Ipoaykr cootseTcTByeT TpeboBanuaM HJL

ND/

Conclusion : APPROVED /
Zakmwouenune: OJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya

Checked by /
[Tpoeepeno: Pawan Kumar

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

Amit Kumar -
. /\(’ il

Reprint Date /
Hara: 29.10.2024

£
Reprint Date/ |

Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keroposax) TabaeTkH, ucneprapyemsie B OJOCTH pTa, 10 mr

Market / Prinox :Russia / Poccus

Batch No / ‘ Batch Quantity / ~ 3600000 tab /

Cepusn Ne 3 V2802100 O0bemM cepun " 3600000 Tab

Analytical Report No/ . 040002702704 Date of Analysis / . 99.10.2024

AnaguTudeckuii oryer Ne JlaTa aHan3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026

Jara npoM3BoacTBa T'omen mo

Mfg. License No. / . .

IpoussomcTeeHHAs : MNB/05/263 MA number: / : JILL-Ne(004669)-(PT-
Homep PY RU)

aunenzuss Ne

Analysis performed according ND:

/ Anann3s nposenen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

No

Test / Iloka3zaTeab
No

Results / Pe3yabTaThi

Page2 of 9/Crp. 2 n39

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 ynepxuBaHus
OCHOBHOIO [MMKA Ha XpoMaTorpaMme
HCMBITYEMOTO pacTtBopa JIOTIKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHUS
OCHOBHOIO fIMKa Ha XpOMaTorpamme
pactsopa CTaHapTHOTO o0Opa3ua
KeTopoiiaka  TpoMeTamuHa  (paznen
«KonnyecTBeHHOE Onpele/ieHHeN).

Remarks : The Product conforms to ND/
IMpumeuannie: [Iponykr cooTBeTcTBYET Tpebosanvsm HJI

e}

Conclusion : APPROVED /
Saxnwuenne: OJIOBPEHO

Prepared by /

Maurya

IToarorosneno: Santosh Kumar

Checked by /
IIpoeepeno: Pawan Kumar

L

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

Amit Kumar /x(‘_\ —

Reprint Date /

Hara: 29.10.2024

Reprint Date / ]
Jlarta: 29.10.2024

v

Reprint Date /
Jlata: 29.10.2024

wilkscrreddys,com

GSAFTSEAPLCHD

Mo, 3 Baniara Hills, Hederabad - 500034, Telangana, India
i) AG00 2598, Bimail: mali@drreddys.com

1507




Dr.Reddy’s Qf’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Kevopon® Dkcnpecc (keroposak) Tabaerkn, AUCHeprHpyemMbie B M0JI0CTH pTa, 10 mMr

Market / PriHox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2402190 O0beM cepun " 3600000 Tab

Analytical Repovrt No/ - 040002702704 Date of Analysis / . 99.10.2024

AHanaTrdecKHi oTdeT Ne Jara ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npom3BoacTBa TI'ogen o

Mfg. License No. / . .

IIpousBoacTBeHHAsS : MNB/05/263 MA number: / ; JII-Ne(004665)-(PT-
Homep PY RU)

JHueH3us Ne

_Ana!xsis s performed according ND:

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

Page3 of 9/ Crp. 3 u3 9

-Nol

Test / Iloka3aTennb
Ne

Results / Pe3yabTaThl

Specification / Hopma

Butylhydroxyanisole /
bymunzuopoxcuanuson

Complies / COOTBETCTBYET

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
yIepXHUBaHUS TIHKOB
2-6yTHIrHAPOKCHAHH301a 7}
3-0yTHAruaApOKCHAHU30Ta Ha
XpomarorpaMMe HCHBITYEMOTo pacTBoOpa
IOOJDKHBL  COOTBETCTBOBAaTb  BpEeMEHaM
yIOEpKHUBAHHS ITUKOB
2-6y TUNTHAPOKCHAHU301a U
3-6yTUITHAPOKCHAHU30IIa Ha

XpOMaTorpaMMe pacTBOpa CTAHAAPTHOIO
obpaslia 6yTUITHAPOKCHaHN30Ma (pa3ien
«ConepxaHue

Oy TUITHAPOKCHAHU30JIa»).

Remarks : The Product conforms to

ITpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJI

ND/

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kum
Maurya Ia%

UL B

Checked by /
[Iposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoauresnb

Amit Kumar S

Reprint Date /
Jata: 29.10.2024

Reprint Date /
Hara: 29.10.2024

Reprint Date/

Jara: 29.10.2024




e
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Jkenpece (keTopoak) TabsieTKH, AHCIEPIHPYeMbIE B HOJ0CTH PTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2402190 O6beM cepuu " 3600000 Tab

Analytical Repo:‘t No/ - 040002702704 Date of Analysis / - 29102024

AHanuTHdeckHii oTuer No Jlara anaauza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

JaTa npon3BoJacTBa TI'ogen go

Mfg. License No. / . .

Ipon3BoacTBEHHAS : MNB/05/263 MA pumber: / : JILI-N2(004669)-(PT-
Homep PY RU)

anuensus Ne

Analysis performed according ND: / Anasins nposesen no HJL: JII-Ne(004669)-(PT'-RU)-190224

Page4of 9/ Crp. 4u39

i.:) Test / Iloka3zaTenb Results / Pe3yabTaThbl Specification / Hopma
3 Average weight / Cpennss 69.4 mg / 69.4 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 %;
OAHOpPOAHOCTHL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabserok — He Oonee = 10 %;
2/20 Tabnetox — He Gonee + 20 %.
4 Disintegration time / 01 min 42 sec / 01 MuH 42 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemoctnb
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 99 % Not less than 75% (Q) of
. CisH13NO3C4H | (NO;3 (ketorolac
Unit-2 / Ta6s-2 101% tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 102% | 75% Q CysH13NO3*C4H11NO3
. (keTopoJiaka TpOMETaMuH) uepe3 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Taba-5 104 %
Unit-6 / Tabn-6 102 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monroroeneno: Santosh Kumar [Iporepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBogutens
Maurya ( Amit Kumar ? Y

: = ;’Xr’ o
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.10.2024 Jara: 29.10.2024 Jata: 29.10.2024

1, Telanzang, Indi

eady.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keroponak) TaGierku, ANCHEprupyemMbie B NOJOCTH pra, 10 Mr

Market / Peinok :Russia / Poccus o )

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne 32802150 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002702704 Date of Analysis / - 29.10.2024

AHajuTHYeCKHIi oTyeT Ne Jara anaau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npoM3BOACTBA TI'ogen oo

Mfg. License No. / . o

IIpon3BoJCTBEHHAS - MNB/05/263 MA number: / : JHI-Ne(004669)-(PT-
Homep PY RU)

JHueH3usa Ne

Analysis performed according ND: / Auanu3 nposenen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page50f9/Crp.5u3 9

‘1;.00 Test / [lokazaTtesb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTb 710 um sieve is formed. / O6pa3zyercs
ONHOpPOAHAs CYCNMEeH3us, [[MpoXoasiuas
CKBO3b CHTO C pa3MepoM OTBEpCTHil
710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHaIor
KeTopoJiaKa

Below LOQ (LOQ = 0.0032 %)
/ Huxe npepena
KOJIM4ECTBEHHOTO ONpeENeHUA
(ITKO = 0.0032 %)

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

1-keto analog of ketorolac /

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

CoaepxaHne BOAbI

1-KeToaHaJIOT KETOpOiaKa 0.06%
unidentified impurity / not more than 0.5 %; / e 6onee 0,5 %,;
eIMHUYHas 0.04%
HenaeHTUUIMPOBaHHAS
npuMech
total impurities / 0.1% not more than 1.0 %. / ve 6omnee 1,0 %.
cyMMa npumecei
8 Water content / 3.6% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
Ipumeuanue: IlpoaykT cooTBeTcTBYET Tpeboranusm HJJ

Conclusion : APPROVED /
Zaxarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar IIpoBepeno: Pawan Kumar Opnobpeno: Menemxkep / PykoBoautens
Maurya P Amit Kumar R

. i B S
Reprint Date / Reprint Date / Reprint Date/ Y
Jara: 29.10.2024 Jara: 29.10.2024 Jlara: 29.10.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Ketopoa® Jxcnpece (keTopoJiak) TabIeTKH, JHCIeprHpyeMble B 0JIOCTH pra, 10 mr

Market / Poisox :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne - V2402190 O0bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002702704 Date of Analysis/ - 29.10.2024

AHanuruuyeckuii oTuet Ne JlaTa aHaJIH3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

Jara npousBoacTBa T'onen go

Mfg. License No. / . .

IIponsBoacTBeHHAsS : MNB/05/263 o BumbEE : I (MO SIS
Homep PY RU)

annensusg Ne

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

Page 6 of 9/ Crp. 6 m3 9

i.? Test / lloka3aTenb Results / Pe3ysabTaThl Specification / Hopma
9 Residual solvents / OctaTo4Hble OPraHM4YE€CKHE PACTBOPUTE/IH
Isopropyl alcohol / 17 pgltab/ Not more than 350 pg/tab. /
H3onponanon 17 mxr B TabseTKe He Gonee 350 Mkr B TabeTke.
10 | Microbiological purity*/ MukpoOuonoruayeckas yncrora*
Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / ob11iee 4HCIIO He 6onee 10° KOE/r;
a3poOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10°> CFU/g; /
mold count / obliiee YHCIO e 6onee 10° KOE/r;
JIPOMOKEBBIX M IIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBUE B 1 T\
11 Uniformity of dosage units / 33 Acceptance value (4V) not more than
OaHOpOAHOCTH 15.0 Tloxasarens npuemaemocty (A V)
NO3UPOBAHHBIX eAHHUI] JnoJkeH ObITh He Oosee 15,0.

Conclusion : APPROVED /

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr cootBeTcTBYET TpeboBanuam HJI

3axmwuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh Kumar ITporepeHo: Pawan Kumar OnobpeHo: Menemxep / Pykoponutesb
Maurya £ Amit Kumar = =

- e
Reprint Date / Reprint Date / Reprint Date/ ¥
Jara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024




Dr.Reddy’s Qf"

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keTopoak) TabaeTKH, AHCHEPIrHEpYeMbie B OJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccns

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne | VER0ZRD O0BeM cepitn " 3600000 tab

Analytical Repovrt No/ - 040002702704 Date of Analysis / - 20.10.2024

AHajurHyecKkuii oTuer Ne Jdara ananuza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

JlaTa npoH3BOACTBA Tojen jgo

Mfg. License No. / . .

IIpousBoacTBEeHHAN : MNB/05/263 A Innbaed : JIRE=NE (06659 =(F
Homep PY RU)

Junen3zus Ne

Analysis performed according ND: / Ananus nposexen no HJL: JII-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp. 7 n3 9

Onucanne YnaKoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Ttabnerok B
6nuctepe w3 (IIA/AJUIID ¢
paaronornotutesem/IIOBIT)
doseru // (TI3/AJI) doneru. Ilo
2 6nucTtepa BMeECTe ¢ JIHCTKOM-
BKJIJbIILIEM B navyKy
K4PTOHHYH.

1}? Test / [loka3zaTenn Results / Pe3yabTaThl Specification / Hopma
12 | Assay / KoanuecTBeHHOE 10.0 mg/ 10.0 mr From 9.0 mg to 11.0 mg of
ornpenesieHHe (99.7 %) CisH;3NO3+C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 mr CisH13NO3°C4H,1 |NO;3
(xkeToposiaka TpoMeTaMuH) (oT 90,0 mo
110,0 % OT 3asABJEHHOTO KOJHYECTBA) B
TabneTKe.
13 | Butylhydroxyanisole 0.0939 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0939 mr B TabneTke He menee 0,042 Mr B TabneTke.
Oy THATHAPOKCHAHM30J12
14 | Package description / 10 tablets in a blister of | 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. / [To 10 TabneTok B
Oicrepe u3 (TTA/AJI/TID c
srnaronornoturenem/II9BIT) donsru //
(I13/AJT) donsru. Mo 1 unu 2 6aMcrepa
BMECTE C JIMCTKOM-BKJIafBIIIEM B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykt coorBeTcTBYET TpeboBaHusam H/J

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by /

Maurya

Tloaroroeneno: Santosh Kumar

&

Checked by /
TpoeepeHo: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauTtesns

Amit Kumar v L
A(“' .‘,/

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date / £

Jara: 29.10.2024
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Dr.Reddy’s €

Dr Reddy's Laberatories Lid.
Formulation Unit-6
vill. Kho!, Malagarh Road, Badd,

) Distt, Solan, 1.P, 173 205, INDiA
CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUO®UKAT AHAJIM3A sirteddie. om
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Dxcnpece (keToposak) TabaeTki, ANCHeprupyembie B mojoctu pra, 10 mr
Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepusn Ne V2402190 Oo6bem cepun " 3600000 tab
Analytical Repourt No/ - 040002702704 Date of Analysis / - 99.10.2024
AHanuTn4yecKHii oTyeT No JlaTa ananu3za
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026
Jara npon3Boacrea Tonen go
Mfg. License No. / . .
IIpousBoacTBeHHAN : MNB/05/263 iUt L LR =S (0 0H669)=(EES
Homep PY RU)

JuueHsnsa Ne
Analysis performed according ND: / Anasiu3 npoeegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8of 9/Crp. 8 m39

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

* [Ipn BbINycKe JEKaPCTBEHHOrO NMpenapara KOHTPOJIb Ka4ecTBa Mo nokasareno «MukpobHoiornieckas
YHCTOTa» MPOBOAMTCS AJIs Kaxaoii 20-0fi cepun, WM 4715 OJHOI CepHM B rofll, B 3aBUCHMOCTH OT TOT'0, HTO

HACTYNUT paHbILe.

API name / Haumenosanue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Howmep cepun nponssoautens APC:

ABPH002429

FP Manufacturer API Batch number /
Homep cepun cydcTaHIHHE IPOH3BOAHTENSA
TJP:

FERA00519

API Manufactured by & country/
Ipouzeogutens ADC, ctpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc JIta., Muaus

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

HanmenoBaHue, agpec, JHOeH3Us 1JIsl
ITpousBoacTBenHas miomanka / [lnomanxa
KOHTpOoJIs KavyecTsa / Ilnomaaka Belnycka

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

J-p Penny’c Jlabopatopuc Jlta., Maaus, IlpousBoacTeeHHO®
noapasaenenue-6, Buwi. Kxons, Hanarapx Poyn, bamay, Jluctpukt
Comnan, X.J1., 173205, Unnus (nuuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/

Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akarouenune: OJJOGPEHO

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

IMonrotosneno: Santosh Kumar Iposepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoaurens

Maurya &\ Amit Kumar C
Nem—

Reprint Date / Reprint Date / Reprint Date/

Jara: 29.10.2024 Jara: 29.10.2024 Hata: 29.10.2024




Dr. Reddy's Laboratories 1Lt

@ Forimuiation Unit-6
Dr. Reddy,s q... Vil Kihol, ilalazarh Road, Badldl,
. Digtt, Sotan, H.p2, 173 205, INDHA
CERTIFICATE OF ANALYSIS Tel 191 98156 56001-02
CEPTHOUKAT AHAJIM3A WL drradnys com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| Iponykt: Keropon® Ikcnpecce (keropoaak) Tab/ieTKH, AHCHeprupyembie B mojoctn pra, 10 mr
Market / PoIHOK 'Russia / Poccus
Batch No / . ' Batch Quantity / 3600000 tab /
Cepus Ne V2402190 O6bem cepuu " 3600000 Tab
Analytical Report No/ . 040002702704 Date of Analysis / - 29.10.2024
AHajinTHYecKHil oTyeT No JlaTa anajan3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026
Jata nponssoacTea T'open no
Mfg. License No. / . .
IIpousBoacTBenHAst : MNB/05/263 IS ENEDaey ! JI-N2(004669)-(PT-
Homep PY RU)
JUIeH3Hst Ne
Analysis performed according ND: / Auaun3 nposeaes mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 9of 9/ Ctp. 9 u3 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/00554-2022 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».

3aKJ/049enHe 0 COOTBETCTBHH: «HacTosWNM I TOATBEPXKIAL0, YTO IPHBEACHHAS BbIlIEe HHGOPMALMS ABIACTCS
JIOCTOBEPHOM ¥ TOYHOH. DTa cepusi MPOMYKIUH IPOU3BEIEHA (BKJIIOYAs YNAKOBKY (MapKMpOBKY) MU KOHTPOJb
KadecTBa) Ha BBHIEYKA3aHHOM MpPOM3BOACTBCHHOH IuTOmanke (IUIOIAAKAX) B IIOJHOM COOTBETCTBHH C
TpeboBanusamMu [IpaBui HaIeXalneil NPOU3BOICTBEHHON MPaKTHKH EBpasHECKOro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsa6ps 2022) u TpeGoBaHUIMHU KOHTPOJLI Ka4e€CTBa JIEKAPCTBEHHEIX CPEJCTB,
a TaKKe B COOTBETCTBUH CO CHENM(DUKALUIMH, COIEPKAIUMHUCS B PETHCTPALIMOHHOM JOChE CTPaHBI-UMIIOPTEpPa.
3aImCcH 110 NPOU3BOACTBY, YITAKOBKE M AHAIH3Y IIPOBEPEHBI, H YCTAaHOBIIEHO HX COOTBETCTBHE TpeboBaHuaM [IpaBui
Haexarneil mponu3BoACTBEHHON IPaKTUKH EBpasuiicKOro S3KOHOMHYECKOr0 COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITponykr cooTBercTByeT TpeboBanuaM H/JI 3axiawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar [Iporepeno: Pawan Kumar Onobpeno: Menemxep / PykoBogurens
Maurya /@ Amit Kumar R
> —— [
Reprint Date / Reprint Date / Reprint Date /
Jarta: 29.10.2024 Jara: 29.10.2024 Jlara: 29.10.2024
nntered Ul B-2-20T) Froad o 3, B HIJ:IK-d I1ilfs, Hyd:l Lrad :-0003»],TL'_|A|‘||;1(.I':Q, Inelia
Tl +40 80 4800 2800, Fax, 481 30 9, Ernail: mail@drieddys.com
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