(5.
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropen® Ixcnpece (keroponak) rabuieTky, ARCHEPIHPYeMbIC B HOJOCTH P14, 10 mr
Market / PoiHOK :Russia / Poccha

Batch No/ i Batch Quantity / 3600000 tab /

Cepus Ne T Qo6bem cepun " 3600000 Tab

Analytical Repog‘t No/ . . 040002698863 Date of Analysis / . 20.10.2024

AHanurHueckuit oryer Ne Jara ananuza

Date of Manufacture / . 09/2024 D‘ate of Expiry / . 08/2026

JlaTa npou3BoacTBa : I'ogen no

Mifg. License No. / . Rt

IIpon3poncTBenyan : MNB/05/263 N munber:/ : .‘HII'N'(OO4669)-(PF_
Howmep PY RU)

anuensus Ne =

Analysis performed according ND: / Amanu3 nposeaen mo HJL: JITI-Ne(004669)-(PT-RU)-190224
Page 1 of 9/ Crp.1u3 9

tablets with "|" debossed on one
side. / Kpyrasle ninockue
Tabnerky ¢ dackoit, ceeTIO-

i.f Test / IlokazaTenn Results / PesynapTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyribte
nnockue TadneTkn ¢ Qackoil, cBeTno-
WEeNTOro UBETa C IpaBHPOBKOM «|» Ha

JEJITOrO 1BETA C FPaBUPOBKO ORHOIi CTOPOHE.

«I» Ha 0AHOIT CTOPOHE.

2 Identification / MpenTuduxaunn

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(# 2nm). / Y®-crekTpsl MNOTIONIEHMA
HCTRITYEMOTO pacTBOpa MW ' PacTBOpa
craHgaptiioro  ofpasua  KeToposaka
TpoMeTaMMHa IOJIKHB! HMETh
MaKCHMYMB! TP ORHOM M TOH e JIHHE
BOJIMbL (£ 2 nM).

Ketorolac / Kemoponar: Complies / CooTBeTcTBYET

Conclusion : APPROVED /
Zakaouennc: OJOBPEHO

Remarks : The Product conforms to ND/
Tlpumeuanne: ITpoaykr cootseTcTByeT Tpebosannsam H

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Santosh Kumar IIpoeepeno: Pawan Kumar Ounobpeno: Menemxep / Pykosoaurens
Maurya @_\ /( . Amit Kumar . b=

S /‘\—"" :_,..--*"’"'w
Reprint Date / Reprint Date / Reprint Date / !
Jlata: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxenpece (Keropoaak) Tabaerku, AncnepripyemMbie B M0I0CTH PTA, 10 mr:

Market / Poinok

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepnsi No §av240215° Obnem cepun " 3600000 Tab

Analytical Repog’t No/ . 040002698863 Date of Analysis / . 29.10.2024

AHa/mruyeckHit oTuer Ne Hara anannsa

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

JaTa npou3BoiCcTBA Togen g0

Mfg. License No. / .

IlpousBoacTBennas : MNB/05/263 B LS SR > AL IE(006E9) B
Homep PY RU)

auiensus Ne .

—

| Analysis performed according ND: / Ananns nposenen no HJI: JIII-Ne(004669)-(PT'-RU)-190224

No
Ne

Test / IToxa3zaTens

Results / Pe3ynbTaTthl

Page2of9/Crp.2 m39

—

Specification / Hopma

Complies / CootBeTCTBYET

OCHOBHOIO TIHKA

HCIBITYEMOTO pactBopa

«KonuecTBeHHOE ONpeNeNeHne»).

The retention time of the main peak onthe
chromatogram of test solution should
correspond to that on the chromalogram of
ketorolac tromethamine standard solution
(Assay section). / Bpemsa ynepxupanus
Ha XpOMaTorpamme
IOMKHO
COOTBETCTBOBATH BPCMCHU YAEDXHBaHHSA

OCHOBHOIO INHMKa Ha XpoMaTorpamme
pactBopa CTaHAaPTHOTO o6pasua
Keroponaka — rpoMetramMuua  (pasaen

Remarks : The Product conforms to ND/
TTpumeuanue: [Ipoaykr cootseTcTByeT TpeGopanmam HJT -

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by /

Maurya

IMoarotosneno: Santosh ﬁznar

=]

Checked by /
[TpoBepeHo: Pawan Kumar

e

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

Amit Kumar =
i

Reprint Date /

Harta: 29.10.2024

Reprint Date /
Jlara: 25.10.2024

Reprint Date/ ¥
Iata: 29.10.2024

pyderabad - 30003




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOHAKAT AHAJIH3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® Jxenpece (KeTopodiak) TabaeTk, ARCIEPTIPYEMBIE B mostocTH pra, 10 Mr

Mairket / PLIHOK

:Russia / Poccus

Batch No / Batch Quantity / 3600000 tab/ 1
. b .

Cepus Ne R Obnem cepiin " 3600000 Tab

Analytical Repo:’t No/ . 040002698863 Date of Analysis / . 29.10.2024

AnannTiaeckuii oruer Ne JMara anaania

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

JaTta npou3BoAcTBER Toaen 10

Mfg. License No./ . o

Ipou3BoncTBEeHHASA : MNB/05/263 MA pumber: / : JIIL-Ne(004669)-(PL-

Homep PY RU)
muuensnn Ne

Analysis performed according ND:

/ Awanns nposeaen no HJL: JITI-Ne(004669)-(PI-RU)-1 90224

Page3of 9/Crp.3 139

.]:: Test/ Mokasarenn Results / Pe3y16TaThl Specification / Hopna
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymurcud poxcianu3on butylhydroxyanisole and 3-

butylhydroxyanisole —peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
bulylhydroxyanisole ~peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / BpemchHa
yAepXKUBAHHS MUKOB
2-6yTUITMAPOKCHAHK30a u
3-GyTWIrHAPOKCHAHA30I1A Ha

XpomMaTorpaMmme HUCIBITYEMOTO pacTBOpa

JOJDKHB]  COOTBETCTBOBATh  BpEMEHaM
yaepXKHBaHUs IIUKOB
2-6yTHATHAPOKCHaHU30Ma n
3-6yTHIrHAPOKCUAHH3014 Ha

XpoMaToTpaMMe pacTBopa CTaHAapTHOrO
obpasua GyTHArRApOKCHaHH30Na (pasaen
«Counepxaniie

GYTHITHAPOKCHAHH30IAY).

Remarks : The Product conforms to ND/
[pumenanne: [IpolyKT coOTBETCTBYET TpebOBAHHAM HI

Conclusion : APPROVED /
Jaxnouenne: OJJOBPEHO

Prepared by /

Maurya

[Tonroroesero: Santosh Ku\%r

Checked by /
I[Tpoeepero: Pawan Kumar
4 : Amit

Approved by: Manager/Executive /
OnobpeHo: MeHemwkep / PykoBoaurens

Kumar

x N
.'j\-.vd- \/,-

Reprint Date /

Iarta: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date /  °
Jara:

29.10.2024

YHTAT
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

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

TIpoaykt: Keropoa® Dxenpece (keroponak) 1a6eTku, AMCNEPrupyemMbie B Moa0cTH pra, 10 mr

Market / Peniox :Russia / Poccus

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

Cepusi No O6bem cepun 3600000 Tab

Anpalytical Repo“rt No/ . 040002698863 Date of Analysis / . 29102024
AdanuTuuecknii oruer Ne JaTta anmanu3a __j
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Hara nponsBoacrea T'onen go _
Mfg. License No. / ] »
HpouzBoacreennasn : MNB/05/263 Bl mim oy 5 IGO0 (RIS

. Homep PY RU)

anuensun Ne

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

PageSof 9/Crp.5m 9

JAncnepcrocTs

NNS Test / [TokaszaTens Results / PesynsTarn! Specification / Hopma
6 Particle size distribution / Complies / CooTeercTBYET A uniform suspension passing through a |

710 um sieve is formed. / OBpa3yercs
OLHOpOAHAS CYCMEH3MA, TpOXOOsas
CKBO3b CHTO € pa3sMEpOM OTBEPCTHH
710 MKM.

7 Impurities / ITpumecu

1-hydroxy analog of
ketorolac: /
1-ruppokcuananor

Below LOQ (LOQ = 0.0032 %)
/ Huxe npenena
KOJIM9ECTBECHHOIO ONPEAENCHUS

not more than 0.5 %; / 1e Gojee 0,5 %;

CopepxaHue BOIbl

KEeTOposaka (TTKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %; / ue 6onee 0,8 %,;
1-keToananor keroponaka 0.08%
unidentified impurity / not more than 0.5 %; / He 6onec 0,5 %%
e HHYHasA 0.01%
neuaeHTHGUDHPOBaliHAs -
nplMech
total impurities / 0.1% not more than 1.0 %. / e Gouree 1,0 %.
cyMMa npumeceii

8 Water content / 3.8 % Not more than 7.0 %. /

He Gonee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuaune: Ilpoaykt coorseTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxproTosneno: Santosh Kumar TIpoeepeno: Pawan Kumar Opotpeno: Mexemxep / PykoBoauTens
Maurya g : Amit Kumar AR ——

§ j - ——P"/
Reprint Date / Reprint Date / Reprint Date/  *
Hara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIA3A

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

Ipogykr: Keropoa® Jkenpecc (keTopoaak) TabaeTKu, AMCNeprupyeMsle B M0J0CTH pTa, 10 mr

Market / Poinok :Russia / Pocens |

Batch No / ] Batch Quantity / . 3600000 tab /

Cepus Ne LS O6nem ceprn * 3600000 Ta6

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

Ananurnyeckuii oruer No Hara ananusa )

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

Jara nponsoacTBa I'ogen no

Mifg. License No. / ) o

IpousBoacTBEHHAS : MNB/05/263 e/ e B OISO (R li=
Homep PY RU)

aumensms No

'_Xnalysis performed according ND: / Ananuz nposegen mo H/I:

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

Paged4of 9/ Cip.4uz 9

I;.oo Test / Ilokaszatenb Results / PeayabTaTbi Specification / Hopma
3 Average weight / Cpeguss 68.9 mg/ 68.9 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /

Macca

Uniformity of weight /
OaHOpPOAHOCTL MACChI

Complies / CooTBeTCTBYCT

OT1 67,2 mr no 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 Ttabnetok — He 0Oonec + 10 %;
2/20 rabnerok — we Hosee £ 20 %.

4 Disintegration time /

01 min 10 sec / 01 Muu 10 cek

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

PacnagaeMocTh

5 Dissolution / PacTsopenne Unit-1 / Ta6n-1 102 % Not less than 75% (Q) of
. CsH3sNO3*C4H|1NO; (ketorolac
Unit-2 / TaGn-2 2k tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 102 % 75 % Q) CisH3NO3*C4H | NC3
i (keTopoiaka TpOMETaMKH) depe3 15 MuA.

Unit-4 / Tabn-4 101 %

Unit-5 / Tabn-5 95 %

Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTBeTCTBYET Tpebopanmam HJI

Conclusion : APPROVED /
Zaxnwyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Nonrotorneno: Santosh Kumar [Tporepero: Pawan Kumar Onobpeno: Menemsxep / Pykosonutens
Maurya " Amit Kumar T e

@ < i_s__ . i 'L¢ \/
Reprint Date / Reprint Date / | Reprint Date / i
Jara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHUPHUKAT AHAJIA3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopoa® JKenpece (KeTOPOJIAK) TA6AETKH, AUCTIEPTHPYEMbIE B [OJOCTH pTa, 10 mr

Market / Poisok :Russia / Pocens =

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne g 12 O6bem cepun " 3600000 rab

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

AHanuTHvecKHit oTyer No Jara anaausa

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

Jara npon3zBoAcTBa Conen po |

Mfg. License No. / X NG

I ponisogcTrennast : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)

aumen3usn Ne

Analysis performed according ND: / Anain3 nposegen no H: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 139

l;:) Test / [lokazaTens Results / Pe3synbTaThl Specification / Hopma
9 | Residual solvents / OcTaTounbie OpranvyecKHe paCTBOPHTEH

Isopropyl alcohol /
Wsonponanon

11 pgftab /
11 mxr B Tabnerke

Not more than 350 pg/tab. /
He Gonee 350 mkr B TabneTke.

10 | Microbiological purity*/ MukpoGuonoruueckasi uncrora*

OxHopoaHoCTL
JO3NPOBaNIIBIX eXHIIAL

" Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / o61uee 9HCiO He Gonee 103 KOE/r;
23pO6HBIX MHKPO-

OpTaHH3MOB
Total Combined Yeast and NA not more than 10*> CFU/g; /
mold count / o61ee yHcao - ne Gonee 102 KOE/T;
JPOXIKEBHIX N M1ECHERBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units/ 7.3 Acccptancc value (45) not more than

15.0 Ilokasatens npremneMoctsi (A1)
nosuxeH ObITh BE Oosec 15,0,

Remarks : The Product conforms to ND/
TIpuMeuanune: IlponykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by / Approved by: Manager/Executive /
[Ipoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoanrens
Amit Kumar NP
S

Reprint Date /
JBata: 29.10.2024

Reprint Date /
JHata: 29.10.2024

Reprint Date /
Jara: 29.10.2024




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIponyxr: Keropon® 3xenpece (keroposak) rabuerku, AHCAEPrupyeMbie B H0JA0CTH pra, 10 mr

Market / Poinok :Russia / Poccun

Batch No / . Batch Quantity / _ 3600000 tab /

Cepust Ne DN s O6bem cepin " 3600000 Tab

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

AHajiaTiHueckHii oTyer Na Jara asaansa

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

Jlata mpon3BoACTBA Tonen g0

Mfg. License No. / A s

IlpoussomcTBCHHAS : MNB/05/263 e/ : IR S G
Homep PY RU)

auneH3us Ne

Analysis performed according ND: / Anaans nposeaen no HJI; JII-Ne(004669)-(PT-RU)-190224

Page7 of 9/Crp. Tuz 9

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil, 2 Dlisters with patient
mformation leaflet in a carton
pack. / Ilo 10 Tabnerox B
Gnucrepe w3 (I[MA/AJI/IIZ c
snaronornotiresem/[T3BIT)
¢onsru // (TI3/AJT) donsry. Io
2 Gmuctepa BMecTe C JIMCTKOM-
BEJIAALUIEM B mayry
KapTOHHYIO.

Onitcantie YnNaKoBKH

I}f Test / ITokazaTennb Results / PesynbTaThl Specification / ITopma
12 Assay / KonnuyecrBenoce 10.0 mg / 10.0 mr From 90mg to 11.0 mg of
onpeaeeHne (99.5 %) CisHisNO3*C4H NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Or 9,0 ™mr J1o
11,0 mMr CisH13NOa+C4H 1 NO3
(keToponaka tpomcTamutt) (ot 90,0 no
110,0 % OT 3asiBJICHHOTO KO/IHYCCTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0919 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanne 0.0919 mr B Tabnetke He Menee 0,042 Mr B TabeTke.
6y THIITHAPOKCHAHN30/1A
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. / ITo 10 TabneTox B
6micrepe u3 (TTA/ATIUTID 3
pnaronornotuteneM/IIOBIT) donsru //
(TT3/AJT) doneru. Ilo 1 uon 2 Gmctepa
BMECTE C NIMCTKOM-BKJIAJBIIEM B 114Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanye: [IpoaykT cooTBeTcTBYET TpeboBaHHsaM HJIT

Conclusion : APPROVED /
3akmouenne; OJJOBPEHO

Prepared by / Checked by /
ToaroTtosineHo: Santosh K@\f [Iposepeno: Pawan Kumar

Maurya \r CL :

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosogurens
Amit Kumar L

\

_""f-

Reprint Date/
Hata: 29.10.2024

Reprint Date /
Hara: 29.10.2024

Reprint Date / '
Hara: 29.10.2024




Dr.Reddy’s ‘}..'.

CERTIFICATE OF ANALYSIS

CEPTHOHAKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkcnpece (keToposiak) Ta6aeTKy, AMCICPrHpyeMbie B IT0JOCTH pra, 10 mr S |
Market / Poinok :Russia / Poccus
Batch No / - V2402151 Batch Quantity / 3600000 tab /
Cephst Ne ) O61emM ceprn " 3600000 a6 =
Amnalytical Repo:‘t No/ . 040002698863 Date of Analysis / . 99.10.2024
AHanuTHuecKHii oTyeT No JlaTa aHaan3a
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JlaTa npon3BoacTBa Tonen go
Mfg. Licensc No. / . H No
IMpousBoacTBeHHAnA : MNB/05/263 MALA DT b ¢ IR

Hontep PY RU)

annen3ns Ne -
Analysis performed according ND: / Ananus nposeaen mo HI: JITI-N2(004669)-(PT-RU)-190224

Page80of9/Crp.8m3 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.

* [Ipn BbLIIYCKe JIEKAPCTBEHHOrO MPENapaTa KOHTPOJIb KAYCCTBA 10 NoKa3aTeso «MukpoGuonornieckan
YHCTOTA» MPOBOANTES ANA KaxKaoi 20-0# cepiu, WK VIt ODHON CEPUH B rOA, B 3aBHCHMOCTH OT TOT0, YTO

HACTYNAT paHLUE.

APl name / Hanmenopanne A®C:

Ketorolac tromethamine / Ketoponaka TpoMeraMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun nponspoauTens AQC: AERHOUT P2
FP Manufacturer API Batch number /
Homep cepHH cyGcTAHIMH TPOH3BOAUTES FERA00458

TJIP: :

API Manufactured by & country /
Hponssoaurens APC, crpaHa:

Dt. Reddy's Laboratories Ltd., India /
I-p Peann'c JlaGopatopuc JIta., Muaus

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

HanmenoBasiie, agpec, THUEHIHS /sl
TlponssogcTBeHHan maomanka / Ilnowanka
KOHTPOJs KavecTBa / Tlnomaaka BeImycka

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 Peanu’c JlaGoparopuc Jita., Muansg, [IpousBoncTeeHroe
nonpasaenenre-6, Bur. Kxons, Hanarapx Poyx, bauuy, JIncrpakt
Conan, X.IT., 173205, Uanus (muuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/

[Tpumeuanue: I[Iponykr cooteTcTBYET TpebobaHuam HJI

Conclusion : APPROVED /
Bakarouemnie: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosnero: Santosh Kumar ITpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoautens
Maurya @L g . Amit Kumar e By

z - F<~‘ S
Reprint Date / Reprint Date/ * Reprint Date/
Jara: 29.10.2024 Hata: 29.10.2024 Harta: 29.10.2024




Dr.Reddy’s Q:?‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJM3A

[Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Tpoaykr: Keropon® Dxenpece (keroponak) rabuerkn, Aucneprupyemsie B nojgoctn pra, 10 mr _ o
Market / Prinox :Russia / Poccust Hl
Batch No / . V2402151 Batch Quantity / _ 3600000 tab /

| Cepus Ne i O6bem cepin ' 3600000 Tab
Analytical Repoj‘t No/ . 040002698863 ] Date of Analysis / . 2910.2024
AnanHrrsieckui oTyer No Hara anannza
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jarta nposzeoscra Topen go 0|
Mfg. License No. / g o
IIponszBogcrBeHHAN : MNB/05/263 S b : AL (004659)=(RE -

Homep PY RU)

Janmensus Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224 i
' Pagc 9 of 9/ Crp. 9 3 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».

3akiriogensc 0 cooTBercrann: «HacToAmuM s MOATBEPIKAAIO, YTO NPHBENEHHAs BhIUIE HHQOPMAIHA ABIIIETCA
JOCTOBEPHOH M TOUHOM. DTa cepust NPOAYKUMHM IPOM3BeReHa (BKIIIOYAs YIAKOBKY (MApKHPOBKY) M KOHTpONb
Ka4eCTBA) Ha BLINICYKA3aHHOM MPOM3BOACTBEHHON IUTOIaAKe (IUIOIIAAKax) B [OJHOM COOTBETCTBHM C
TpeGoBanusmMy [IpaBnn Haexaleil TPOM3BOACTBCHHOM NMPaKTHKH EBpasHicKoro SKOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTs10ps 2022) ¥ TpeOOBaHHSAMM KOHTPOIIA KayeCTRa JIEKAPCTBEHHBIX CPEJICTB,
a TAK)Xe B COOTBETCTBHMHE CO CIEHHPHKANMIMH, COAEPKAUIAMHICS B PETHCTPAIMOHHOM JI0Che CTPaHbLI-MMIIOPTEpa.
3A4IMCH 110 TIPOM3BOCTBY, YIIAKOBKE H aHATH3Y IIPOBEPEHBL, M YCTAHOBIEHO HX COOTBETCTBYE TpeboBaHuaM [pasun
HajIeXxallei npou3BOACTBEHHON IIPAaKTHKY EBPa3HHCKOro 3KOHOMHYECKOTO COI03ay.

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