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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJI3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
T ponykt: Keropon® Jkenpece (keroposak) TadieTku, AUCHEPrHpyeMbie B JI010CTH PTa, 10 mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / - 3600000 tab /
Cepus Ne § V2A021 O0bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002737907 Date of Analysis / . 30.11.2024
AHaJMTHYecKHH oTueT No Jara apanu3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jarta npoH3BOACTBa I"ogen 10
Slfealicenscit [ _ MA number: / . JITI-Ne(004669)~(PT -
IpouszBoacTBeHHAA : MNB/05/263 X

Homep PY RU)
aunenzns Ne

Analysis performed according ND:

/ Auanu3 nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page10of9/Cip. 1139

No " "

No Test / ITokasaTeib Results / PesyabTaTsl 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. / Kpyraele
side. / Kpyrneie riockue miocke TabneTkd ¢ ¢ackoil, ceerio-
TabNeTKH ¢ ackoit, ceeTno- KENTOro IBeTa C rpaBUpOBKOIl «I» Ha
HKEJITOTO 1IBETA C IPaBUPOBKOM OIHOU CTOpOHE.
«l» Ha OHOW CTOpOHE.

2 Identification / UnenTudnxanus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / YO-cnexTpbl NOMIOLIEHUS

HCTIBITYEMOTO  pacTBopa H  pacTeopa
craHmapTHoro  ofpasua  KeTopolaka
TpOMETaMHHA JIOJDCHBI HUMETh

MaKCUMYMBI TIpH OJHOH U TOM K€ AJIHHE
BOJIHHI (& 2 HM).

Remarks : The Product conforms to

ND/

ITpumeuanue: [Mpoaykr coorsercTByeT TpeboBaHuaM HJI

Conclusion : APPROVED /
3axsmouenne: OJOBPEHO

Prepared by /
[Monroroeneno: Pardeep Kumar

cj/_

Checked by /
[IpoBepeHo: Pav./r‘an Kumar

Approved by: Manager/Executive /
Onobpeno: Meﬂemcpﬁ-/ PywoBoauresns
Amit Kumar el

Reprint Date /
Jara: 30.11.2024

Reprint Date/

Jara: 30.11.2024

Reprint Date / - \
Jara: 30.11.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Ipoaykt: Keropoa® Dxenpecc (keTopoax) Ta6JeTKH, AMCHeprupyeMble B NOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepusi Ne - V2402514 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002737907 Date of Analysis / . 30.11.2024

AHajiaTHYecKHH oTyeT No JlaTa aHaJmnza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jarta npou3BoacTBa Tonen 1o

Mifg. License No. / ) o

ITponsBoacTBeHHAS : MNB/05/263 L L . JHI-Ne(004669)-(PT-
Homep PY RU)

auneHzus Ne

Analysis performed according ND:

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

Page2of9/Crp.2 139

No

Ne Test / [Toka3zaTenn

Results / PesyabTaThl

Specification / Hopma

Complies / CooTBeTCTBYyET

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 yaepxuBaHUs
OCHOBHOIO IIMKa Ha XpomarorpaMme
HCIIBITYEMOTO pactBOpa TIOJIKHO
COOTBETCTBOBATh BPEMEHH YACPKUBaHHS
OCHOBHOTO @HKa Ha XpoMaTorpamme
pacTBopa CTaHapTHOTO obpasua
KEToposilaka  TpoMeTaMHHa  (pasgmen
«KonuuecTBeHHOE Onpele/ICHHE).

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

[Mpumeyvanue: [IpogykT cooTBeTcTBYET TpebosanuaM HJI 3akmwouenne: OJOBPEHO

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

IMoaroroeneno: Pardeep Kumar IIposepero: Pawan Kumar Ono6peno: Menemkep / PykorozauTessb
e = . Amit Kumar [ _—

Reprint Date / Reprint Date/  / Reprint Date / {

Hara: 30.11.2024 Hara: 30.11.2024 Jlarta: 30.11.2024
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Ketopoa® Dxenpece (keTopoaak) TabaeTKH, AHCHEePrupyeMbie B MOJIOCTH pTa, 10 mr

Market / PbiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne : V240214 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002737907 Date of Analysis / . 30.11.2024

AHamuTHueckHii oTyer Ne JlaTa anaansa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JlaTta npou3BoaCTBA Iogen g0

Mfg. License No. / ) .

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

aunensns Ne

Analysis performed according ND:

/ Ananns npoeejien mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page30of 9/ Crp.3 n3 9

1;00 Test / IlokazaTels Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymuncudpoxcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

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

content” section). / Bpemena
yaepPKUBAHUS MHKOB
2-0yTUNTHAPOKCHAHH30J1a )54
3-0yTWIrHIPOKCHaHH30J1a Ha
XpoMarorpamMe HCTLITYEMOIO pacTBOpa
JOJDKHBI  COOTBETCTBOBATb  BPEMEHAM
yInepKUBaHHA MTHKOB
2-0yTUATHAPOKCHAHK30J1a "
3-0yTUITMAPOKCHAHU30J1a Ha

XpOMAaTorpaMMe pacTBOpa CTaHAAPTHOIO
obpasia OyTHITHAPOKCHAHM30/1a (pasaen
«ConepxaHne
OYTHNTHAPOKCHAHU30JIa»).

Remarks ;: The Product conforms to

[Tpumeuanue: [Tpoaykt coorBercTByeT Tpebosanusam HJT

ND/

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Jara: 30.11.2024

Iara: 30.11.2024

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

ITonroroeneno: Pardeep Kumar IIporepeno: Pawan Kumar Onobpeno: Menemxkep / Pykosoautesns
ol { Amit Kumar \”/

Reprint Date / Reprint Date/  / Reprint Date / [

Hara: 30.11.2024
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpecc (keToposak) TabaeTKu, AHCHEPrUpyeMble B IIO0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne RS O06Bem cepun " 3600000 Tab

Analytical Repog’t No/ - 040002737907 Date of Analysis / . 30.11.2024

AnajnuTHYecKHI oTueT No JlaTa aHaJn3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

JlaTa mpou3BoOACTBA Togen no

Mfg. License No. / ) .

Ilpon3BoacTBeHHAs - MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)

arnensus Ne

Analysis performed according ND: / Anaaus nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page40of 9/ Crp. 4139

1;.? Test / Iloka3zaTennb Results / PesyabTaThi Specification / Hopma
3 Average weight / Cpeanss 70.3 mg/70.3 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca ; 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 %;
OaHOpPOAHOCTH MacCChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oonee + 10 %;
2/20 Tubneronw v bonoe L 20 Y.
4 Disintegration time / 01 min 29 sec / 01 mMuH 29 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemoctnb
5 Dissolution / PacTBopeHue Unit-1/ Taon-1 100 % Not less than 75% (Q) of
. CisH13NO3+C4H 1NO3 (ketorolac
Unit-2 / Tabn-2 100K tromethamine) in 15 min. / He meHee
Unit-3 / Ta6a-3 103 % 75 % (Q CisH13sNO3+C4H 1 NO;
i (keToponaka TpoMeTaMHH) 4epe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
[Tpumeuanue: Ilpoaykr cooTBeTcTBYET Tpebopanusam H/T

Conclusion : APPROVED /
Zakmwouenne: OJOBPEHO

Prepared by / Checked by /
IToarorosneHo: Pardeep Kumar IIporepeno: Pawan Kumar

L v

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoxHTE b
Amit Kumar [N

N

Reprint Date /
Hara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date / 1§
Hara: 30.11.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel: +91 981566 56001-02

CEPTU®HUKAT AHAJIN3A

www drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa” 3xcnpece (KeTopoaak) Tabierki, ANCHeprupyembie B NOJOCTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne ¥ V24014 O6beM cepuu " 3600000 tab

Analytical Repourt No/ . 040002737907 Date of Analysis / . 30.11.2024

AHagquTuuyeckuii oTuer Ne JaTa aHaJau3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jara npon3BoacTia Iogen go

Mfg. License No. / ] .

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

Jguuensus Ne

Analysis performed according ND: / Auanus nposenen mo HJL: JITT-Ne(004669)-(PT-RU)-190224

PageSof 9/ Crp.S5u3z 9

1}3 Test / IlokasaTtensb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 um sieve is formed. / Obpasyercs
ONHOPOIHAS CYCHEH3MA, IPOXOIALAL
CKBO3b CHUTO C Pa3MepoM OTBEpCTHI
710 MKM.
7 Impurities / Ilpumeceu

1-hydroxy analog of
ketorolac: /
1-rugpoxcuaHanor
KeTopornaka

Below LOQ (LOQ = 0.0032 %) /
Huske mpenena KOJUIECTBEHHOTO
onpenenenust ([IKO = 0.0032 %)

1-keto analog of ketorolac /
1-KkeToaHATOTr KETOPOJIaKa

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

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

Copep:xkaHue BOABI

0.04%
unidentified impurity / not more than 0.5 %, / ve 6onee 0,5 %;
eIMHUYHasA
HenaeHTH(HUIMPOBaHHAA
NpHUMeECh 0.02%
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa npumecei
8 Water content / 2.0% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Mpumeuanwue: [IpoaykT cooTBeTCTBYET TpeboBanksam HJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Jata: 30.11.2024

Jara: 30.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Pardeep Kumar IMposepeno: Pawan Kumar OnobpeHo: Menemkep,/ Pykooauresb

= B == X‘ Amit Kumar P\’, )
Reprint Date / Reprint Date / Reprint Date / |

Jara: 30.11.2024

Fegistered Cffice: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangara, Indis
Tel: #9140 49C0 2900, Fax: +G1 40 4900 2999, Ernail: maii@drraeddys.com

CIN: L85195AP1984PLI004507

wwvedrreddys.cor
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropo® Ixcnpecc (keTopoiak) TabJeTKH, JHCNeprupyemsie B HOJIOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne R O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002737907 Date of Analysis / . 30.11.2024

AHanuTHYEeCKHH oTYeT No JlaTa aHaJn3a

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2026

JlaTa npon3BoOACTBA T'omen mo

Mfg. License No. / ) .

IIpouzBoacTBeHHast : MNB/05/263 S numbek:Y : SIS0 a(RI=
Homep PY RU)

JHueHzug Ne

| Analysis performed according ND: / Anaaus nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

i.oo Test / IokazaTeb Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTtaTouHble OPraHHYeCKHE PACTBOPHTEIHN
Isopropyl alcohol / 68 pg/tab / Not more than 350 pg/tab. /
Hzomnponaxon 68 MKI B TabyeTke He 6onee 350 MKT B TabieTke.
10 Microbiological purity*/ MukpooHosioruueckast YucToTa*™
Total Aerobic Microbial not more than 103 CFU/g; /
Count / ob1mee 4MCI0 NA He 6onee 10 KOE/T;
a3pOOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / ob1uiee Ynca0 NA He 6onee 102 KOE/r;
JPOXOKEBBIX U TIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 3.9 Acceptance value (4V) not more than
OaHopoaHOCTL 15.0 Iloka3zarens npuemaeMocT (AV)
JO3HPOBAHHBIX €AHHHIL JoJDKEH ObITh He Oonee 15,0.

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYET Tpeboanusam H/J

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

[Moaroroeneno: Pardeep Kumar ITpoeepeno: Pawan Kumar OpobpeHo: Menemmp,{fgxbaqmﬁenb
<l — e — Amit Kumar Fi

Reprint Date / Reprint Date / Reprint Date / :

Hara: 30.11.2024 Hara: 30.11.2024 Jata: 30.11.2024




Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ Ipoaykr: Keropoa® Dxempece (keToponak) TabjaeTku, AHCHEPrHpyeMble B IOJIOCTH PTa, 10 mr

Market / Poisok :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepusi Ne 1o O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002737907 Date of Analysis / . 30.11.2024
AHanuTHIecKHH oTueT No JlaTa aHaim3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTa npoM3BoICTBA I'onen mo
R _ MA number: /  JITI-No(004669)-(PT-
ITpousBoacTBEHHASA : MNB/05/263 :

Homep PY RU)
JaHeHsus Ne

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

Page 70f 9/ Crp. 7u3z 9

No
Ne

Test / [loka3zaTennb

Results / Pe3ynbtaThi

Specification / Hopma

12 Assay / KosinuecTBeHHOE
ornpejeneHne

10.0 mg / 10.0 Mr
(100.5 %)

From 90mg to 11.0mg  of
C15H13NO3C4H11NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 mr 0
1 1,0 Mr C15H13NO3’C4H11NO3
(keTopanaka TpometaMuH) (o1 90,0 g0
110,0 % OT 3asABIEHHOTO KOJHYECTBA) B
TabneTKe.

13 Butylhydroxyanisole
content /
Oy THATHAPOKCHAHHM30J1a

Conep:xanue

0.0965 mg/tab /
0.0965 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B TabJIETKE.

14 Package description /
OnucaHue ynakoBKY

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
onucrepe  u3  (ITA/AJVIID ¢
pnaronornoturenem/I19BII)
toswru // (IT3/AJI) donsru. IHo
2 Ouuitepd BMELLE L JMCIRUM-
BKJIJbIILIEM B nayKy
KapTOHHYIO.

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 TabneTok B
6mucrepe u3 (MA/AT/TID c
snaronornorurenem/[12BIT)  donprn //
(I12/AJT) doneru. [To 1 wau 2 O6naucTepa
BMECTE C JHUCTKOM-BKJIa[bIIEM B INAUuKy
KapTOHHYIO.

* 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,

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
Zaxnwuenne: OJJOBPEHO

Prepared by /

Ionroroeneno: Pardeep Kumar

<l

Checked by /
IMposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / PyKoBoauTeb
Amit Kumar e

Reprint Date /
Jata: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date / {
JlaTa: 30.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Ikcnpece (xeTopoJak) TabieTKH, AHCIeprupyeMble B MOJOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne V2402514 O61em cepuu " 3600000 Tab
Analytical Repo:'t No / . 040002737907 Date of Analysis / . 30.11.2024
AHanunrudeckuii oTuer Ne Jarta ananu3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JlaTa npoM3BOICTBa T'onen g0
Mfg. License No. / . o
IIponsBoacTBEeHHAN : MNB/05/263 il 1 LN (00669 (Pl

Homep PY RU)

JuneH3ust Ne
Analysis performed according ND: / Auanuz nposenen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Crp. 8 m3 9
] lerl BBINTYCKE JIEKAPCTBEHHOT'Q NpEnapaTa KOHTPOJb Ka4ecTBa N0 MoKa3saTearo «MquoﬁuonomquKaﬂ
YUCTOTa» MPOBOAUTCS AJISA Kaxkaoii 20-oii CEepHUH, HIIH A OJHOI CEepMH B Iojl, B 3aBHCHMOCTH OT TOr'o, 4TO
HACTYNUT paHbllIe.

API name / Haumenopanne A®C: Ketorolac tromethamine / Keroponaka TpomeTaMuH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRH007413

Homep cepuun npounseopurens ADC:

FP Manufacturer API Batch number /

Howmep cepuu cyGcTaHIHHE NPOH3BOAHTEIA FERA00477

rJIo: .
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / |
IIponspogutenr A®C, ctpana: J-p Peanu'c Jlaboparopuc Jita., Muous

Name, address, authorization No for kP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

site / MNB/05/263) /

Haunmenonanue, anpec, JTHIEH3HS I J-p Pennu’c Jlaboparopuc JItn., Unaus, IIpouseoacteenHoe
IIponseoacTBerHas miowaaka / Ilnomanka noapasaeneHue-6, Bunn. Kxons, Hanarapx Poyn, banau, iuctpukr ,
KOHTpoJIs kadecTna / Ilnomaaka Bpinycka Conan, X.I1., 173205, Ungus (unensus Homep MNB/05/263)

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.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: TTpoaykT cooTBeTcTBYeT TpeboBanusam HJJ Saxsouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pardeep Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / Pykopomutess

C“.J—.—/—/.__. ./’?L Amit Kumar /\__- =
Reprint Date / Reprint Date / Reprint Date / -
Hara: 30.11.2024 Hara: 30.11.2024 Hara: 30.11.2024

Read Mo 3, Banjara Hilis, Huderabad - 500034, Telangana, Ind@

DD reddysicom
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

Ipoaykr: Keropoa® Jxcnpece (keroposak) TabieTKH, AMCHEPTHPYEMble B IIOJI0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusn Ne f V2402014 Oo6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002737907 Date of Analysis / . 30.11.2024

AHaTuTHYECCKHH oTyeT Ne Jlara aHaH3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

JaTta npoH3BOJCTBA I'opgen o

Mifg. License No. / . .

IIponsBoAcTBeHHAN : MNB/05/263 Ro numBer: g SARIE(VUH000)=(R=
Homep PY RU)

JuneH3us Ne

Analysis performed according ND: / Anasin3 nposeaen no HJL: JITT-Ne(004669)-(PT-RU)-190224

Page 9 of 9/Ctp. 9139
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/I0YeHde 0 COOTBETCTBHH: «HacTosAmmMM s MOATBEPIKIAI0, YTO NMPUBEICHHAs BBIUIE HH(YOPMAIUS ABJIAECTCS
JOCTOBEPHOH M TOYHOH. DTa cepHs TPOAYKUMH NpOM3BeAeHa (BKIIOYAs YNAKOBKY (MapKHPOBKY) ¥ KOHTDOJb
KauccTBA) Ha BBICYKA3AHHOM MPOM3BOJACTBCIMION IDTomaake (IJIOMIAAKAx) B IOJHOM COOTBETCTBHH C
TpeGoBarmamMu [IpaBun HagIexauedl MPOU3BOACTBCHHON NPAKTHKH EBpasHHCKOro sKorommIeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiOpst 2022) 1 TpebOBaHUSIMHU KOHTPOJISA KAaYeCTBa JIEKAPCTBECHHBIX CPEIICTB,
a TaKk)Ke B COOTBETCTBHH CO creluPHKAIUIME, COACPKAIIMMUCSA B PETMCTPAIIMOHHOM JI0Che CTpaHbI-UMIIOPTEPA.
3amKCH 10 IPOM3BO/ICTBY, YIIAKOBKE M aHAIM3Y IIPOBEPEHBI, H YCTAHOBIIEHO HX COOTBETCTBHE TpeOOoBaHusM [IpaBu
HaJIe)Kaliei MPOU3BOACTBEHHON NpakTHKH EBpasuicKoro SKOHOMHYECKOTO COI03a.

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

ITpumeuanue: IlponykT cootBercTByeT Tpebosanusm HJT 3axmouenue: OJOBPEHO

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

[Toaroroeneno: Pardeep Kumar [TpoBepeno: Pawan Kumar Onobpeno: Menemkep / Pykepoauress
Y A P - Amit Kumar TP\ —

Reprint Date / Reprint Date / Reprint Date / {

Hara: 30.11.2024 Jlara: 30.11.2024 Hara: 30.11.2024




