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Dr.Reddy’s Qe Al Kl sl
CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJUA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[OpoaykTt: Keropoa® Dxcnpece (keroposak) Tabaers, ACHeprupyeMble B 0J0CTH pTa, 10 mr

Market / PpiHoK :Russia / Poceus

Batch No / L Batch Quantity / . 3600000 tab /

Cepus Ne " QAL O6nem cepnu ‘3600000 Tab

Analytical Repovrt No/ . 040002695797 Date of Analysis / . 19.10.2024

ARaanTaueckHi oTyeT No JaTa aHajJaH3a

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

Jara npon3BoacTBa Togen Ao

Mfg. License No. / ]

NpouzsogcrBennas : MNB/05/263 ML T e : JIIT-Ne(004669)-(PT-
: Homep PY RU)

JHIen3is No

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

Page10f9/Crp.1 139

1:: Test / ToxazaTe/nb Results / PesynbraTnl Specification / Hopma
1 Description / Onucaunue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrieie
side. / Kpyrabie mnockue nnockue Tabnetkn ¢ ¢dackod, cBETNO-
1abneTku ¢ dackoi, crerno- KEATOTO UBETa C TPABHPOBKOH «l» Ha
JKEJITOTO 1iBETa ¢ rPpaBHPOBKOH oot CTOpPOHE.
«|» Ha oaHoIl cTopoIE.

2 Identification / HaerTHdukausn

Cetorolac / Kemoponak Complies / CoorseTcTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution

should have peaks at the same wavelength
(& 2mm). / Y@P-cUexTpbl [OTNIOMICHHS
MCIBITYEMOrO pacTBOpa H  paCTBOpa
craujapTioro  o0pasua  KETOpOJiaka
TPOMETAMHHA JOJDKHBI HMETh
MaKCHMYMBI NpH OUHOITL H TOTl e MITHe
BONHBI (= 2 HM).

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

IMpumeuanme: ITpoaykT cooTBeTcTBYET Tpebopanusm HIL 3akawgedue: OJOBPEHO

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

Tloaroroenero: Pravesh Rana / ITposepeno: Santosh Kumar | Omxobpeto: Menemkep / Pykosoaurens
A1 Maurya %’ Amit Kumar s

Reprint Date / Reprint Date / Reprint Date /

JaTa: 19.10.2024 Hara: 19.10.2024 Jara: 19.10.2024

o aen Y. §



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

IIpoaykt: Keropoun® Dkenpece (keToposak) TabieTky, ANCHePTHPYeMbIe B NOJ0CTH pTa, 10 Mr

Market / Puisiok :Russia / Pocens

Batch No / ) Batch Quantity / 3600000 tab / i

Cepua Ne A O6Bem cepHH " 3600000 Tab

2nalyt1cal Repourt No/ . 040002695797 Date of Analysis / . 19.10.2024
HaInTHYecKHii oTyeT No Hata anaansa ]

Date of Manufacture / . 09/2024 _l?ate of Expiry / - 08/2026

JaTta npon3seoacTEA T'oaen ao

Mfg. License No. /

Ilpon3soacTeenHas : MNB/05/263 L D e [ SEENE(D: VRS

Homep PY RU)
JTHICH3HA No

Analysis performed according ND: / Auaans npoeenen no HJL: JIT-Ne(004669)-(PT-RU)-190224
Pagc2of 9/Crp.2 m3 9

No

e Test / [TokazaTenan Results / PesyneTaTs! Specification / Hopma

Complies / CooTBeTcTBYET The retention lime of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpema ynaepxuBaHust
OCHOBHOTO [IMKa Ha XpOMaTorpaMme
HCMBLITYCMOTO pacTBOpa OOJDKHO
COOTBETCTBOBATH BPEMEHH YIEPKUBAHNS
OCHOBHOIO TiMKa Ha XpoMarorpame
pacTBopa CTAaHZAPTHOLO obpazna
KETOpOJiaka  TpomeTaMuHa  (pasgen
«KonniecTBEHHOE OnpeeicHUE).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorBeTcTBYET TpeboBaHMAM HJ 3axmouenne: OJJOBPEHO

Prepared by / " Checked by / Approved by: Manager/Executive /
[MogprorosneHo: Pravesh Ran'.,/' TlpoeepeHo; Szmtoil lﬁ: umar | OnoBpeno: Menemkep / Pykoroautesns

}4 Maurya { Amit Kumar S
/\( —

Reprint Date / Reprint Date / Reprnt Date /

Hara: 19.10.2024 Hara: 19.10.2024 JaTa: 19.10.2024

Panlcaran) D1 R CBaniam Hills Hedeiahng - 50003, Tolnran
TEI, 5 Wity AR el o leFideive,




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIU3A

Product : Ketorol E:tprcss (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Kc'mpn.'t"' Arcnpece (KeTopo/IaKk) TALIETRH, AUCNHEPITHPYEMLIC B MOJOCTH PTH, 10 mr

Market / Puinok ‘Russia / Poccus b, u
Batch No / ; Batch Quantity / . 3600000 tab /

Cepus Ne VR O6nbem cepnn ' 3600000 Tad
Analytical Repo:’t No/ - 040002695797 Date of Analysis / . 19.10.2024
AHannTuyecknii oTyer Ne JlaTa ananmsa :

Da't~e of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara nponssoacrea I'onen no

Mfg. License No. /

I1ponspoacTeennas : MNB/05/263 gA nurIr)lg),cr./ 3 .'JI:H_NQ(OM“”—(PF_
anuenzns No omep -

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

Page3of9/Crp.3 m39

No ! . Ay

Ne Test / [TokazaTens Results / PesyanbTaTsl Specification / Hopma
Burvlhvdroxvanisole / Complies / CooTBeTcTBYCT The retention times of 2-
EBymunzudporcuanuson 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
YOepXKHUBAHHA MKOB
2-6yTHATHAPOKCHAHH30JTa "
3-6yTHRrHApOKCHaHH3IoNa Ha

xpoMaTorpaMme HCIIbITYEMOIo pacrTsopa
JOMKHBI  COOTBCTCTBOBATL  BPEMEHAM

YIEepXKi1BaHHA [TUKOB
2-0yTHATHAPOKCHAHH3ONA n
3-0yTHNrHApOKCHAN 13012 Ha

XpOMaTorpaMMe pacTeopa CTAHAAPTHOrO
06pasua CyTHArHAPORCHALM3ONA (pa3ac
«Conepxanue
OyTHATHAPOKCHAHH30IIAR).

Remarks : The Product conforms to ND/
pumeuanne: [ponykr coorserctayet Tpebosanuam H

Conclusion : APPROVED /
Zaknrouenne: OJOBPEHO

Hara: 19.10.2024

Jara: 19.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[NoaroTtoBneHo: Pravesh Rana ITposepeno: Santosh Kumar | Ono6peno: Menemxep / PykosoanTens
‘J Maurya ) Amit Kumar -
f S
Reprint Date / Reprint Date / Reprint Date /

Jara: 19.10.2024




Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa®™ Ixenpece (keroponak) Tabnerkn, AHCHEprupyemsie B MoJocTH pra, 10 Mr

nuanensnsg Ne

Market / Puinok :Russia / Poccus
Batch No / . V2402001 Batch Quantity / _ 3600000 tab /
| Cepna Ne ) O6Bem cepun ‘3600000 Tab
Analytical Repourt No / . 040002695797 Date of Analysis / . 19.10.2024
AHajHTHYeCKHIT oTueT Ne JaTa anajm3za
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jara nponipoacTea Tonen go
Mfg. License No. /
) ) . MA number: /  JITI-Ne(004669)-(PT -
IIponzBoacreennan : MNB/05/263 Howmep PY )

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

Page4 of 9/ Cip. 4 mz 9

Macca

Uniformity of weight /
ORHOPOAHOCTBL MacChl

Complies / CooTBeTCTBYET

iﬂo Test / [lokaszaTenn Resul(s / PeayantarThi Specification / Hopma
3 Average weight / Cpeansas 69.7 mg / 69.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /

Ot 67,2 Mr no 72,8 mr (70,0 mr = 4,0 %).

18/20 tablets - not more than + 10 %:;
2/20 1ablets - not more than 4 20 %. /
18/20 Ttabnetok — He Oonee + 10 %;
2/20 rabetox — He 6once + 20 %.

4 Disintegration time /
PacnaaaemMocrhb

0 min 45 sec / 0 MuH 45 cek

Not more than 3 min. / He 6onee 3 MuH.

Unit-1/ Ta6n-1
Unit-2 / Tabn-2
Unit-3 / Tabn-3
Unit-4 / Tabn-4
Unit 5/ Taln 5§
Unit-6 / Ta6n-6

5 Dissolution / PacTeopesuc

100 %
99 %
98 %
100 %
100 %
100 %

Not less than 75% (Q) of
CisH1isNO3»C4H; INO; (ketorolac
tromethamine) in 15 min. / He mcHee
75 % Q) CsH3NO3C4H11NO;
(keToponaka TPOMETaMMH) uepes 15 MifH.

Remarks : The Product conforms to ND/
IMpumeuarre: lponyxr coorsercTeyeT Tpebosanusam HJJ

Conclusion : APPROVED /
3akmwuenne: OMOBPEHO

Prepared by / Checked by /

g
[oarotorneuno: Pravesh Rar?ﬁ
.

=

Ilposepeno: Santosh Kumar
Maurya {

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

Reprint Datc /
Hata; 19.10.2024

Reprint Datc /
Hara: 19.10.2024

Reprint Date /
Jara: 19.10.2024

A

-




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIN3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxenpece (xeropoak) TabaeTk, AHCHEprupyeMble B 1010CTH PTa, 10 mr

| Market / Puinok :Russia / Poccus ———
Batch No / ‘ Batch Quantity / . 3600000 tab / N
| Cepna Ne G} PR O6bem cepun ' 3600000 Tab
Analytical Repovrt No/ . 040002695797 Date of Analysis / . 19.10.2024
Anagnragecknii orTuer Ne JlaTa anannza
Date of Manufacture/ . 09/2024 Date of Expiry’/ . 08/2026
JaTa npoH3Bo/JICTBA T"oxen a0
Mfg. License No. / .
Ipouzsoxcrreas : MNB/05/263 hilsl number. / } JIIL-Ne(004669)-(PT
Homep PY RU)
JHIeH3Hn Ne

_Analysis performed according ND: / Anaaus nposenen no HJI: JITT-Ne(004669)-(PI-RU)-190224
~ PageSof9/Crp.Su39

No

Test / INorazaTean
Ne

Results / PeayabraThbl

Specification / Hopma

Juciepenoctrn

6 Particle size distribution /

Complies / COOTBETCTBYCT

A uniform suspension passing through a
710 pm sieve is formed. / Obpa3zyerca
npoxozsiuias
CKBO3b CHTO C pasmepoM OTBEPCTHit

ONHOpOAHasA CYCNCH3lA,

710 MKM.

7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-rHapoKcHaHAJIOT
KETOpOJaKa

Below LOQ (LOQ = 0.0032 %)
/ Hixe mpenena
KOJTHYECTBEHHOMO OMpe/eNchus
(TTKO = 0.0032 %)

1-keto analog of ketorolac /

not more than 0.5 %; / ve Sonee 0,5 %;

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

Cojep#anue BOAb

1-KeTOaHANOT KeToponaka 0.05%
unidentified impurity / not more than 0.5 %; / ne donee 0,5 %;
e HUYHAA 0.01%
HEeNICHTHGILNPOBAHHAA
npumech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1.0 %.
cyMMa NpHMeceH
8 Water content / 32% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpnmeuande: TIpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Saxmoucnne: OJJOBPEHO

Prepared by /
IMoarotornexo; Pravesh Rana//

Checked by /
Ipoeepeno: Santosh Kumar
Maurya

S

Approved by: Manager/Executive /
OnobGpeno: Meremxkep / PykopoauTes
Amit Kumar

3 [ B
S

Reprint Date /
Mara: 19.10.2024

Reprint Date /
Jlara: 19.10.2024

Reprint Date /
HaTa: 19.10.2024




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

’?rt;duct : Ketorol Express (ketorolac) Orally Disintcgrating Tablets 10 mg
Hpoayir: Keropoa® Dxcnpece (keropoak) Tadaeris, Ancneprupyessie B mogocTn pra, 10 mr

Market / Purgok :Russia / Poccus el = e 0

Batch No / - V2402091 Batch Quantity / : 3600000 tab /

Cepns Ne O61em cepnu 3600000 Tabd

Analytical Rep({‘rt No/ - 040002695797 Date of Analysis / . 19.10.2024

AdajmuTHdeckni oruer Ne Hara ananuiza

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

JlaTta mpomtapoacTBa Togen go

Mfg. License No. / . . "

IlponszpoxcyBennas : MNB/05/263 WL oyl B : JIIL-N2(004669)- (1
Homep PY RU)

JHueH3ust Ne

Analysis performed_according ND: / Ananus nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224

" No

Test / [TokaszaTeias
No

Page6of9/Cip. 6 n3 9

Results / Pesynbrarhi

Specification / Hopma

9 Residual solvents / OcraToutibie opraniyecKne pacTBOPHTENH

Isopropyl alcohol /

11 pg/tab /

Not more than 350 pg/tab. /

OauopoaHecTh
NO3HPOBAHHBIX eAHHUIL

H3onponanon 11 mkr B Tabnerke He Gonee 350 Mxr B Tabnerke.
10 | Microbiological purity*/ MukpoGHosorH4YeCkRas 4YHCTOTa*
Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / ofmee 4HCIO ue 6onee 10° KOE/r;
a3pOOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10° CFU/g; /
mold count / o6uiee uucIO e 6onee 102 KOE/r;
OPOXIKEBLIX H IJICCHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
orcyrcTeue B 1 1.
11 Uniformity of dosage units / 4.6 Acceptance value (4¥) not more than

15.0 INlokazarens npremMneMocTH (AF)
JonxeH 6eiTh He Gonee 15,0.

Remarks : The Product conforms to ND/

IMpusmevanwue: Tlpoaykt coorsercTayer Tpebopanusm HIT

Conclusion : APPROVED /
3axaouenune: OJOBPEHO

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

TToarotosneno: Pravesh Rana // [Mposepeno: Santosh Kumar | Opobpeno: Menempxep / Pykosoaurens
’/ Maurya % Amit Kumar R

Repriut Date / Ruprint Dale/ Reprint Dute/ )

Jara: 19.10.2024 Jara: 19.10.2024 Jata: 19.10.2024

mie an ' G L




Dr.Reddy’s “.‘..'

CERTIFICATE OF ANALYSIS
CEPTUDIIKAT AHAJIM3A
[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponayxr: Keropoa™ Oxenpece (keropoaak) TabaeTkn, IHCICPrAPYEMbIe B MOJ10CTH pra, 10 mr . E]
Market / Prisog :Russia / Poccus
Batch No / 1 Batch Quantity / . 3600000 tab /
Cepusa Ne I Oo61eM cepil " 3600000 Tad
Analytical Repourt No/ _ . 040002695797 Date of Analysis / . 19.10.2024
ARannTwdeckHii oT4yer No JaTa anaynsa
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JaTta npon3BoJcTRa IConen ao
Mg ILicemse No. / _ MA number: / . JITI-Ne(004669)~(PT-
IIposizBoacTBCHAAS : MNB/05/263 . :
. Hovep PY RU)
SHUeH3n Ne

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

Page7of 9/C1p. 713 9

onpegeneHve

I;.‘? Test / [TokazaTens Results / Pe3ynbratss Specification / Hopma
12 | Assay/KonuvecTBeHHOC 10.0 mg/ 10.0 mr "From 9.0 mg to 11.0 mg of
(99.5 %) CsH13NO3y*C4H | INOs (ketorolac

tromcthamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / O1 9,0 Mr 0
11,0 mr CisHaNO3*CyH 1 1NO3
(xeroponaka TpoMetamnH) (ot 90,0 mo
110,0 % OT 3afBACHHOIO KOJIMYECTRBA) B
TabJICTKE.

13 | Butylhydroxyanisole
content / CogepxaHue
6yTHArHAPOKCHANM30NA

0.0955 mg/tab /
0.0955 Mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr B TabneTke,

14 | Package description /
Onmncanlte ynakooKu

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 Tabnetok B
onuctepe 3z (ITA/AJITID ¢
snaronorioTHrenem/TIDBIT)
donsru // (II3/AJ1) donsri. Ilo
2 GnUcTepa BMEcTe C JIMCTKOM-
BKITaABILIEM B 1auKy
KAPTOHHYH,

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. / Ilo 10 Tabnetok B
Bncrepe m3 (TIA/ATUTID €
sraronornotntenem/IIIBIT)  donsru //
(TI3/AJT) ponsri. Mo 1 win 2 Gincrepa
BMECTE C JHCTKOM-BKIAABIIEM B Mauyky
KapTOHHYIO.

Remarks : The Product conforms to ND/

Ipumeyanve: IIpoayxt cootBeTcTRYET TpeGosatmam HJT

Conclusion : APPROVED /
Zaknouenne: OJOBPEHO

Prepared by / ! Checked by / Approved by: Manager/Executive /
[oprorosneno: Pravesh Rana // Tposepeno: Santosh Kumar | Onobpeno: Mewemicep / Pykosonutesns
/ Maurya Amit Kumar e
&= /\ L /
Reprint Date / Reprint Date / Reprint Date/
Hara: 19.10.2024 Hara: 19.10.2024 JlaTa: 19.10.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJTH3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =
Hpojyxr: Keropoa” 3xenpece (keropoaak) TabaeTku, AHCHEPIEPYeMbie B 10J10¢TH pra, 10 mMr
Market / Poisiok :Russia / Poccus N
Batch No / ! Batch Quantity / 3600000 tab /
Cepusa Ne d V2807091 Qobem cepin " 3600000 1ab
Analytical Repourt No / - 040002695797 Date of Analysis / . 19.10.2024
AnanuTH4aeckuii oTyeT Ne Jdara anaansa
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jara npou3BoACTBA I'open no
Mfg. License No. / . o
Iponssoacreennasn : MNB/05/263 il el GTY ; AT SIS HERS

Homep PY RU)

aunncensns Ne — =

Analysis performed according ND: / Anaawus nposezen no Hil: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 83 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.

* [IpK BBIMYCKe JIeKAPCTBEHHOTO NMPEN2PaTa KOHTPOJIL KAUecTBA 110 NokazaTeao «Mukpoduosoruieckan
YHCTOTA» NPOBONUTCA AN KaXA0#i 20-0H cepHH, MK UTH 04RO CEPHN B roA, B 3aBHCHMOCTH 0T TOr0, YTO

HACTYNHT paHbUle.

API name / Haumenosanne A®C:

Ketorolac tromethamine / Ketoponaka tpomeTaMun

INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Homep cepuu nponssoautens AGC:

ABRH007361

FP Manufacturer API Batch number /
Homep cepun CyGcTaHIMH MPOH3BOAHTEIA
IJId:

FERAQ0457

API Manufactured by & country /
IIpounssoantens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
II-p Pennu'c Jlaboparopuc Jita., Unaus

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

HanmenoBaHne, aapec, THIUEH3HA 15
IpouspoacTBeRnan Wwiomanka / [lnomanka
KoMTPO.I8 KayecTBa / Ilmomanka Bemycka

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

I-p Penau’c Jla6opatopuc JIta., Muaus, [IponssoacTeeHHoe
noxpasaenenne-6, Buin. Kxons, Hanarapx Poya, bapum, Juctpukr
Conan, X.IT., 173205, Huans (nuuensus nomep MNB/05/263)

Remarks : The Product conforms to ND/

Ipumedaune: [IponykT cooTBeTcTBYET TpeOoBarusm HJJ

Conclusion : APPROVED /
Jaxmwuerne: OJOBPEHO

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

Ioaroroeneno: Pravesh Rana j? IMposepeHo: Santosh Kumar | Onobpeno: Menemkep / PykopoanTens
F,.‘— L’.H— Maurya (; Amit Kumar /\J\/\’/

Reprint Date / Reprint Date / Reprint Date / '

Hara: 19.10.2024 JlaTa: 19.10.2024 Jata: 19.10.2024




Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTM3A

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

Iponyxr: Keropoa® Jxcnpece (keroponax) rabaerky, ANCOCPrupyeMbie B nooctw pra, 10mr
Market / Poinox :Russia / Poccus - By =
Batch No / . V2402091 Batch Quantity / ; 3600000 tab /

| Cepus Ne O6bem cepuit 3600000 Tab
Analytical Report No/ . . 040002695797 Date of Analysis / . 19.10.2024
AHanuTndeckHii oTyeT Ne JaTa anann3a

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

JlaTa npoM3BoACTBA Toncn o

Mfg. License No. / . . _(PT.
IIpousBoacTBEHHAR : MNB/05/263 e/ : AMERHQUA AR

Homep PY RU)

augensns No oy
Analysis performed according ND: / Ananus npoBejieH no H: JITI-Ne(004669)-(PI'-RU)-190224

Page9of 9/ Crp-9 uz 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».

3aK/II04eHHe 0 COOTBeTCTBHH: «HacTOAIMMM A IOATBEPXAA0, YTO MPHBEACHHAS BBIE HHPOPMAIHS ABIISETCT
IOCTOBEPHOH M TOYHOM. DTa cepus NMPOAYKIHH IIpoH3BelieHa (BKIIOYAS YITAKOBKY (MapKHpOBKY) M KOHTpPOJIb
KagecTBa) Ha BhIIEYKA3aHHOM [POM3BOACTBEHHOM INIomazke (IJIOankax) B IIOJHOM COOTBETCTBHH €
TpeGoBanmamu [IpaBmi Haanexamed MPOM3BOICTBEHHON NPAaKTHKH EBpasmicKoro S5KOHOMMYECKOTo corosa (Ne
GMP/EAEU/RU/00554-2022 o1 02 centsabps 2022) u 1pebOBaHUAMH KOHTPOJIA Ka4eCTBa JIEKapCTBEHHEBIX CPEJICTB,
a Taloke B COOTBETCTBHH CO CHENMHKALMIMH, COACSPKALIMMUCS B PETHCTPAIIMOHHOM A0CLE CTPAaHBI-UMIIOPTEpa.
3amuCH 1o NPOM3BOJICTRY, YIIAKOBKE M aHAJIK3Y TPOBEPEHL, H YCTAHOBICHO HX COOTBETCTRBHE TpeboBaHusm [ Ipasui
Ha[yeXalned MpoH3BOACTREHHOM NPakTHKH EBpasHiickoro 3KOHOMMYECKOTO COKO3a».
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