Dr.Reddy’s ‘g“

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3ZA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keroposa” Irenpece (KeTopoiak) TadJaeTki, gHcnepripyeyble B MOJOCTH P14, 10 mr

Market / PpiHOK

Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepua Ne e OGBnem cepun * 3600000 Tab

Analytical Report No/ . 040002709631 Date of Analysis / - 90.10.2024

AHanuTHYeCKHH oT1eT No JlaTa anaansza

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

Jarta npon3BoAcTBa Topen no

Mfg. License No. / . .

IpouzeoacTBeHHAst : MNB/05/263 MA number: / X JIIT-Ne(004669)-(PT-
Homep PY RU)

anuenzua Ne

Analysis performed according ND:

/ Ananuz nposenen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Pagel1of9/Crp.1 139

2 Identification / H;_I_euTm;mxauuﬂ

tablets with "[" debossed on one
side. / Kpyrnble njjockue
TabneTkM ¢ packoid, cBeTIO0-
JETOTO LIBETa C (PABUPOBKOH
«!» Ha oHO# CTOPOHE.

i;] Test / Ioka3zaTteab Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled -'Liglu yellow round flat beveled tablets

with “|'" debossed on one side. / Kpyrnsie
mnockue Tabnerxu ¢ ackoi, cBeTno-
KEITOro LBeTa C IPaBUPOBKOM «l» Ha
OIHOH CTOpOHE.

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 20m). / Y®-cnexTpbl NOMIOWEHHA

WCIILITYEMOTO  PacTBOpa M pacTeopa
cranmapTHoro  ofpasua  KeToponaka
TpOMETaMHHa LOMKHE] HMeTh

MaKCHMyMBl I OJHOI1 ¥ TOH e AnuHe
BOJIHBI (+ 2 HM).

Remarks ; The Product conforms to ND/
[Mpumeuanue: [poaykr cootsercTpyeT TpeGopanuam HIT

Conclusion : APPROVED /
3axatouenne: OJOBPEHO

Jata: 29.10.2024

JHata: 29.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneno: Santosh Kumar TlposepeHo: Pawan Kumar Onobpero: Menemxep / PyxoBomurenb
Maurya (i Amit Kumar /\ =

: 2 | SA
Reprint Date / Reprint Date/ Reprint Date / .

Jlara: 29.10.2024

]

=



Dr.Reddy’s Q;’.

CERTIFICATE OF ANALYSIS 2 SO0 :

CEPTHOHKAT AHAJIM3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Ixcnpece (keroposak) Tabiierkn, AHCHeprupyemsic B MoJOCTH pTa, 10 mr

Market / Pninok :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepns Ne I O0nem cepun ' 3600000 Tab

Analytical Repourt No/ . 040002709631 Date of Analysis / . 29.10.2024

AHannTHYeCKHIT oTIeT Ne JlaTa aHaau3a

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

Hata npor3BoacTRa Fopen g0

Mfg. License No. / . ]

IIpon3BoacTBEHHAS : MNB/05/263 MA number: / : JILL-Ne(004669)-(PT-
Homep PY RU)

JHues3nsa Ne

Analysis performed according ND:

/ Ananus nposeaen mo HJT: JITI-Ne(004669)-(PT-RU)-190224

Page2of9/Crp.2u39

No

N Test / IToka3aTeb

Results / Pe3yibTaThl

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
OCHOBHOr0O NMKAa Ha XpOMAarorpamme
HCTILITYEMOTO pacTsopa DOJIKHO
COOTBETCTBOBATh BPEMEHH YNEPXUBaHHA
OCHOBHOIO [MMKA Ha XpoMaTorpaMmme
pacTBOpa CT2HIAPTHOTO obpasua
KeToposnaka  TpoMmMeTamuHa  (pa3spen
«KonuuecTBEeHHOE ONMPEAC/IEHHEN).

Remarks : The Product conforms to ND/ ‘| Conclusion : APPROVED /
Hpumeyanue: [ponykT cootercTByeT TpeGoanusm H/ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exccutive /
TMoarorosneno: Santosh Kpmar IMposepeHo: Pawan Kumar Onobpeno: Menemxep / Pykosoanrens
Maurya g ) O Amit Kumar s L

- P_, 2
Reprint Date / Reprint Date / Reprint Date / '
Mara; 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024
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Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropoa® xenpece (keTopoaak) tabierky, ANCACPTHpYyeMble B IIOJIOCTH PT4, 10 mr

Market / PoIHOK

:Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab /
Cepun Ne Sl ] O6Bem cepun " 3600000 Ta6
Analytical Repourt No/ - 040002709631 Date of Analysis/ . 79.10.2024

| Anaaurnyecknii oTaer Ne Jara ananu3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Jlata npo3BOCTBA I'osen a0
Mifg. License No. / . T No
IlpousBoacTBeHHAs! - MNB/05/263 MA pumber: / - JIII-Ne(004669)-(PT -

Hontep PY RU)
| aunensns Ne

Analysis performed according ND:

/ Auanus nposenen no HJL: JITI-Ne(004669)-(PT-RU)-190224

~ Page30of9/Crp.3m39

No 1

No Test / [lokasaTenb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuanu3on butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole pecaks on the
chromatogram of butylhydroxyanisole
standard solution ('Butylhydroxyanisole

content" section). / Bpemena
yIoepXuBaHusa NUKOB
2-OyTHIrMAPOKCHAHH30Ma H

Ha

3-6yTHNTHAPOKCHAHH30/A
XpOMATOrpaMMe HCTIBITYeMOro pacTBopa

NOJHBL  COOTBETCTBOBATL ~ BpEMEHaM
yAePKHBAHUS TIHKOB
2-GyTUNTHAPOKCHAHN3071a u

Ha

3-GyTHNTHAPOKCHAHH30T1a
XpoMaTorpaMmMe pacTBopa CTAHAapTHOIO
obpasiia 6yTHITHAPOKCHAHH30TIA (Pa3/e)t
«ConcpxaHue

GYTUITHAPOKCUARU30IAN).

Remarks : The Product conforms to

TTpumeuanue: [poaykr cooTeercTayet TpeGobannsm HIL

ND/

Conclusion : APPROVED /
Zakiwuenne: OJOBPEHO

Prepared by /
[MoaroroeneHo: Santosh Kumar
Maurya K

—

Checked by /
TMposepeno: Pawan Kumar

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

Amit Kumar / W=

Reprint Date /
Hata: 29.10.2024

Reprint Date / !

Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024




Dr.Reddy’s Q_‘:‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (Keroposiak) TabaeTKH, AHcneprapyemble B OJI0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne G = O6bem cepun " 3600000 Tab

Analytical Repovrt No / . 040002709631 Date of Analysis / . 29.10.2024

AxanatTiHyeckHi oTyer Ne Jlara ananu3a

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

Jara npou3BoACcTBA T'open no

Mfg. License No. / " .

IIpousponcTBeHHAs : MNB/05/263 WAL [t a73 : DRSPS
Homep PY RU)

JRneH3dsa Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PI" -RU)-190224

Page4 of 9/ Cip. 4 m3 9

OaHopoaHOCTb MacChl

if Test / [TokazaTennb Results / Pe3ynsTaThl Specification / Hopma
3 Average weight / Cpeauss 68.7 mg / 68.7 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
macca ) ) Ot 67,2 Mr o 72,8 Mr (70,0 mr + 4,0 %).
Complies / CoOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabaetoxk — He bomec + 10 %;
2/20 TabneTok — He Gonee £ 20 %.

4 Disintegration time /

00 min 58 sec / 00 munH 58 cex

Not more than 3 min. / He 6osee 3 Mun.

Pacnapaemocts

5 Dissolution / PacTBopeH1e Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
; C15sH13NO3=CsH1/NO; (ketorolac
D AR Ly g tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 100 % 75 % Q) C1sH13NO3*C4H11NO3
] (keToposiaka TPOMETAMKH) Hepes 15 MHH.

Unit-4 / Ta6n-4 101 %

Unit-5 / Tabn-5 101 %

TIndt-6 [ Tafn-A 1NN %

Remarks : The Product conforms to ND/
[Tpumeuanwe: IIpoAyKT COOTBETCTBYET TpeboBannsam HJL

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TNoarotoeneno: Santosh Kumar [Iposepeno: Pawan Kumar Ono6peno: Menemkep / PyxoBoautess
Maurya (ﬁ "2 Amit Kumar A (=

. — J . ‘\//
Reprint Date / Reprint Date/ Reprint Date / )
Hata: 29.10.2024 JHata: 29.10.2024 Hara: 29.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJI3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ‘
Ipoayxr: Keropon® Jxenpecc (keTopoaax) TabaeTKH, AUCHEPrUPYEMBIE B IOJIOCTH PTA, 10 mr
Market / Poiaok :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab / —
Cepns Ne £ V2402217 Ob6bem cepsu " 3600000 Tab
Analytical RepOj‘t No/ . 040002709631 Date of Analysis / . 29.10.2024
AHaNATHYeCKHHA OTUeT No Jara aHanH3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTta npon3BoACTEa T'oaen s10
Mfg. License No. / ] )
ITpousBomcTBERNHAS : MNB/05/263 A6 nisTl G { AIE LDt A
Homep PY RU)
nHuen3nsa Ne
| Analysis performed according ND: / Anajnz nposenen no HJI: JIIT-N2(004669)-(PT-RU)-190224 ]

Page50f9/Crp. Sz 9

JducrmepcHOCTb

NN? Test / [Toxazarensb Results / PesyabTaTsi Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET ' A uniform suspension passing through a

710 pm sieve is formed. / O6pazyertcs
ONIOpOnHAA CYCHEH3Ws, MNpPOXOAsIAs
CKBO3b CHTO C pasMEpOM OTBEpCTHH
710 MKM.

7 Impurities / lIpumecn

1-hydroxy analog of
ketorolac: /
1-rnnpoxcuaHanor
KeTopo/aka

/ Huxe nipenena

(TIKO = 0.0032 %)

1-keto analog of ketorolac /

Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %;

KOJIMYECTBECHHOI0 ONPENENIeHHUA

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

Conepmaﬂ HE BOALI

1-KeToaHANOT KETOpOJiaka 0.04%
unidentified impurity / not more than 0.5 %; / ve Gonee 0,5 %;
eNHHMYHas 0.01%
HeuneHTHOHLUpPOBaHHAS
npuMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cymMma npumMecei
8 Waler wouleut / 3.3 % Mot more than 7.0 94. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: [Tponykr coorercTyeT TpeboBanmsaM HIT

Conclusion : APPROVED/
3axmiouenne: OJJOEPEHO

Prepared by /
TogrorosneHo: Santosh Kumar

Maurya L_@_\

Checked by /
[IpoBepeno: Pawan Kumar

b

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pyxosonurests
Amit Kumar NPT [

" -l

Reprint Date /
Harta: 29.10.2024

Reprint Date / '

Jlata: 29.10.2024

v

Reprint Date /
Jara: 29.10.2024




Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) brally Disintegrating Tablets 10 mg
Tlpoaykr: Keropon® Dxenpece (keroponak) Tabaerku, ANCHEPIrHpyeMbie B MOJOCTH PTa, 10 mr

Market / PerHox :Russia / Pocena

Batch No / j Batch Quantity / ~ 3600000 tab /

Cepna Ne R 22 O61eM cepii " 3600000 Tab

Analytical Repourt No/ . 040002709631 Date of Analysis / . 20.10.2024

AHanuTHYeCKH i oTyeT No JlaTa aHA/TH3A

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

JaTa mpou3BoaCTBA Togen g0

Mfg. License No. / . T No ~

IlponseoacTBeHHAS : MNB/05/263 MA number: / : JIIT-Ne(004669)-(PT'
Homep PY RU)

sgunensia Ne

Analysis performed according ND: / AnaJjius nposeies 1o H]I: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ C1p. 6 m3 9

l:.? Test / [lokasarens Results / PesyibTaTsl Specification / Hopma
9 Residual solvents / OcTaTO4HbIE OpPraHHyecKHe paCTBOPUTE/TH

7 ugltab /
7 MKT B TabneTke

Isopropyl alcohol /
H3sonponanon

Not more than 350 pg/tab. /
He 6onee 350 mkr B Tabnerke,

10 | Microbiological purity*/ MukpoGnoioruJeckas uucrora*

mold count / ofiuee 1ucio
JPOXOKEBBLIX W TUIECHEBBIX

Total Acrobic Microbial NA not more than 10° CFU/g; /
Count / obLuee urucno He Goxnee 103 KOE/T;
a3poOHBIX MUKpPO-

OpPTaHH3IMOB

Total Combined Yeast and NA not more than 10 CFU/g; /

we Gonee 10* KOE/T;

XO3UPOBAHHBIX €AHHHI

rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 | Uniformity of dosage units / 4.8 Acceptance value (4¥) not more than
OauopoaHOCTL 15.0 IToxasaTens npHemiIeMocTH (A V)

nomkeH 6bITs He Gonee 15,0.

Remarks : The Product conforms to ND/
TIpumeuanue: [lponykr coorsetcrayet Tpebosanmiv HIT

Conclusion : APPROVED /
3akmouenne; OJJOBPEHO

Prepared by / Checked by /
TloarotoeieHo: Santosh Kug IIposepeno: Pawan Kumar

Maurya { ?

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBonytens

Amit Kumar /\( gt
— /
v

Reprint Date /
Jara: 29.10.2024

Reprint Date /
Tara: 29.10.2024

Reprint Date /
IaTa: 29.10.2024




Dr.Reddy’s @3¢

CERTIFICATE OF ANALYSIS

CEPTUOPHNKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropos® Ixenpece (keToposak) TaGaeTK, AHCNEPIHPYEMbIE B HOJOCTH PTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / y Batch Quantity / _ 3600000 tab /

Cepust No il O6bem cepun " 3600000 Tab

Analytical Repo:’t No/ - 040002709631 Date of Analysis / . 29.10.2024

AnanuTnyeckHii oryer No Jlara anannsa

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

Jara nponssoacTna Togen o

Mfg. License No. / ; TN

IIpoxn3BoACTBEHHAS : MNB/05/263 MA pumber: / ] JII-Ne(004669)~(PT-
Homep PY RU)

JROeH3us1 Ne —

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

Page 7 of 9/ Cyp. 7 w3 9
—

i? Test / ITokazaTesn Results / PesyabTaTb! Specification / Hopma
12 | Assay/Konuuecteendoe 10.0 mg / 10.0 Mr From 90mg to 11.0 mg of
onpegesieHHe (99.7 %) C15sH13NO3+C4H; NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / O7 9,0 mr g0
11,0 Mr CisH1;3NO3CyH 1 NO3
(keToponaxa TpoMmeramuHd) (ot 90,0 10
110,0 % oOT 3asBJIEHHOrO KOJNHYECTBA) B
Tabnerxe.
13 | Butylhydroxyanisole 0.0962 mg/tab / Not less than 0.042 mg/tab., /
content / Coxepxxanmne 0.0962 mr B TabneTke He menee 0,042 Mr B TabneTke.
OyTHArHAPOKCHAHNI0/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHiie YIAKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 rabmeTox B
Gnucrepe w3 (ITA/AJITID ¢
pnarornornoturenem/TI3BII)
¢ossry // (TID/AJ]) donbru. Ilo
2 6rnucrepa BMECTE C JIMCTKOM-
BKJIA/IBIILEM . B nadKy
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / IlTo 10 Tabnetok B
6aucTepe u3 (TTA/AJUTID 8
snaronornorureem/IIOBIT) donsrn //
(I2/AJ1) donern. Io 1 unu 2 6naucrepa
BMCCTC ¢ JIMCTKOM-BKIAMBIIIEM B MATKY
KApTOHHYIO.

Remarks ; The Product conforms to ND/

TTpumeuanue: JIpofykT cooTBeTCTBYET Tpebopanuam HJT

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloprotosneno: Santosh Kuymar [Ipoeepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoauTens
Maurya / Amit Kumar , s
Reprint Date / Reprint Date / Reprint Date / i

Hara: 29.10.2024 Hara: 29.10.2024 Jata: 29.10.2024




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS 7
CEPTUDPUKAT AHAJIM3A
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 7
Mpoayxr: Keropoa® Ixenpece (ketoponax) TabaeTkn, AHCACPrHpyeMbIe B nojnocty pra, 10 mr
Market / PoiHok :Russia / Poccns
Batch No / . Batch Quantity / 3600000 tab /
| Cepua Ne el Ob6sem cepun " 3600000 Tab o
Analytical Repoﬁ No/ . 040002709631 Date of Analysis / . 29.10.2024
Anajgurayecknii oruer Ne dara anannia
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa npon3BOACTBA Topen a0
Mfg. License No. / i .
IIpon3BoacTBeHHAsA : MNB/05/263 s IR H ANTELEQUASR
Homep PY RU)
Junnenzna Ne = )
Analysis performed according ND: / Awanuz nposenen ao H/I: JITX-No(004669)-(PT-RU)-190224 ]

Page 8 of 9/ Crp. 8 139

* 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.

* IIpu BBINMYCKeE JIEKAPCTBENHOTO MPENapaTa KOHTPOAbL KaYecTBa Mo nokaszartento «Mukpobuosornueckan
YUCTOTEY MPOBORHTCA Is1 Kaxno# 20-o0if cepuu, HAM AN OLHOI cePUH B rofl, B 32aBHCHMOCTH OT TOr0, 4T0

HACTYOHT paHbIUe.

' API name / Hanmenopanue A®C:

Ketorolac tromethamine / KeTtoponaxa TpOMETaMUH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponspogureaa ADC:

ABRHO007412

FP Manufacturer API Batch number /
Homep cepyn cyfcTaHIHH NMPOH3BOANTEIS
TJI®:

FERA00458

API Manufactured by & country /
Ipouseoantear APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c JlaGoparopuc Jita., Maau4

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

HanmeHoBANNE, ALPEC, NHICHINA T
IIpousBoacTBeHnas miaomaaka / Ilnomanka
KOHTPO.JIs KayecTBa / [Inomagka 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) /
JI-p Pennn’e TMabopatapue Jita., Hrous, llpoussoncTeentoe
noapaspenenue-6, Bumn. Kxons, Hanarapx Poyn, bagau, Juetpuxr
Conan, X.I1., 173205, Unausa (nuuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/

Tlpumedanue: [IponykT cooTBeTcTBYeT Tpebosanmam HJJ

Conclusion : APPROVED /
3axsmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrotorneno: Santosh Kugar [TpoBepeno: Pawan Kumar Opo6peno: Menemxep / Pyxoonurenb
Maurya ( @X Amit Kumar \ A

{ ] - S =
Reprint Date / Reprint Date / Reprint Date / '
Hara: 29.10.2024 Jara: 29.10.2024 Hara: 29.10.2024




@ w
Dr.Reddy’s Q;’
CERTIFICATE OF ANALYSIS
CEPTHO®PNKAT AHAJIM3A

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

Hponyxr: Keropon® xenpece (keropo.rak) Tabaerku, Ancieprapyemsie B mosocti pra, 10 mr ]

Market / PoiHox :Russia / Poccus

Batch No / N Batch Quantity / 3600000 tab /

Cepnsn Ne N e Ob6Bem cepuun " 3600000 Tab

Analytical Repovrt No/ . 040002709631 Date of Analysis / . 29.10.2024

AHanuTHyeckHH oT4deT No HMarTa anannsa .

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

JlaTa npon3BoacTBA ) I'ogen no

Mfg. License No. / n o _(PT

IIponssoacTBeHHAR : MNB/05/263 MA pumber: / : JIII-Na(004669)~(PT
Homep PY RU)

JnueH3ua Ne

Analysis performed according ND: / Anann3 npoBefieH no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 9of 9/Crp. 9 m3 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».

3aK04eHHe 0 COOTBeTCTBHH: «HacTosSmuM g MOATBEPKAAKD, ITO IPUBEACHHAS BRI HHPOPMALIUS SBIIAETCS
ZOCTOBEpHOM M TOuHOM. DTa cepus MPOLYKUMM NPOW3BENeHa (BKIIOYas YNAaKOBKY (MapKMpOBKY) MU KOHTPOIb
KayecTBa) HA BHIIEYKA3aHHOM MPOM3BOACTBEHHOHM MOIIaAKe (IIOIIAAKaX) B IOJHOM COOTBETCTBMH C
TpeGoBanusamMu [IpaBUIl Ha[UIEKAMIEH IPON3BONCTBEHHOH NpakTHKH EBpasuilcKOro S5KOHOMMHYECKOTO COX03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeboBaHUAMHU KOHTPOJIS Ka4eCTBA JICKAPCTBEHHBIX CPEICTB,
a TAKKE B COOTBETCTBHH CO CIIeIH(DHUKAITUSIMHE, CONCPIKALIAMUCA B PETACTPAITHOHHOM JOCEE CTPAHLI-MMIIOPTEpA.
3aIpcH 110 IPOM3BOICTRY, YIIAKOBKE M aHANM3Y IIPOBEPEHEL, M YCTaHOBIEHO HX COOTBETCTBHE TpeboBaruaM IIpasui
HaJJIeXAIleH ITPOR3BOACTBEHHON IPakTHKH EBpasuicKOro SKOHOMHYECKOTO COI03a.
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