Dr.Reddy’s ‘f:‘

Reddy's Laborataries L,

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopos® xenpece (keroposak) TabierTky, ANCHEPrupyembie B M0J0CTH PTa, 10 mr

Market / PoiHok :Russia / Poccus bl ammpe

Batch No / i Batch Quantity / ~ 3600000 tab /

Cepia Ne R Ob6bem cepuH " 3600000 Tab

Analytical Repo:t No/ . 040002706691 Date of Analysis / . 20.10.2024

Adannrnueckuii oTuer No Hdarta anaansa

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

Jara npon3sogcrsa Tonen 1o

Mfg. License No. / :

IIponzBoacTBeRHAs : MNB/05/263 MA number: / ¢ JIH-N'(004669)-(PF_
Homep PY RU)

Jinensnsn Ne

Analysis performed according ND: / Anaan3 nposeaen nmo H/I: JII-Ne(004669)-(PT-RU)-190224

~ Pagelof9/Crp.1m39

tablets with "|" debossed on one
side. / Kpyrnble nnockne
TabneTku ¢ dackoii, ceeTNO-
JKEJITOrO 11BE€Ta ¢ TPaBHPOBKOT
«|» Ha OJHOM CTOPOHE.

I;: Test / IloxasaTeas Results / PesyasTaTsl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets

with "[* debossed on one side. / Kpyrsie
nnockue TabneTku c Qackol, cBeTIo-
ENTOTO LBETa ¢ PaBHPOBKOH «l» Ha
oaHoli CTOpoHe.

2 Identification / UneHTHUKALMS

Ketorolac / Kemoponax

Complies / CoeTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Yd-cnekTpst MOrMoMIeHHs
HCBITYEMOrQ pacTBOpa M pacTBopa
craupaprHoro  ofpasua  Keroponaka
TpOMeTaMIHa JOJKHLI HMETH
MaKCHMYMbI TIDH OJHOM M TOM Xe Aune
BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/
pumeuanne: Mpoxykr coorsercrayer Tpeboranuim HIJ

Conclusion : APPROVED /
3axmouenune: QJIOGPEHO

Prepared by / Checked by /
[oarorosneHo: Santosh K;ga: [Tposepeno: Pa\v:;m.ls'.umar

Maurya { P

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoaurens

Amit Kumar u\—
s

Reprint Date / I
Hara: 29.10.2024

Reprint Date /
Hara: 29.10.2024

v

Reprint Date /
Jara: 29.10.2024
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Dr.Reddy’s ‘;"

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Ixenpece (keTopoaak) Tabaerku, JHCIEPrUpyeMble B N10JI0CTH pTa, 10 M1

Market / Prinok :Russia / Poccus

Batch No / ; Batch Quantity / 3600000 tab /

Cepnn Ne s O61em cepun " 3600000 Tab

Analytical Repourt No/ . 040002706691 Date of Analysis / . 26.10.2024

AnargTHyccKuii oTyer Ne Jata ananaH3a

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

JlaTa npou3eogcTBa Togen 1o

Mfg. License No. / ) Nb

IIpouzBoacTBEHHAA : MNB/05/263 ‘ D ent : JIIE-Ne(004669)-(PT-
’ Howmep PY RU)

Jgnuensua Ne :

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

Page20f9/Crp.2 w39

1}00 Test/ Mokasarens Results / PesynabTaTht Specification / Hopma
Complies / CooTBeTCTRYET 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 yacpxHBanus
OCHOBHOr0 MNHKa Ha XpoMaTorpamme
HCIILITYEMOTO pacTeopa NOJLKHO
COOTBETCTBOBATH BPEMEHH YICPKMBAHUA
OCHOBHOTO MHKA HA XpOMaTorpamme
pacTBOpa CTaHAapTHOTO o6pasua
KeToponaka  TpoMetramMHa  (pasnen
«KonuyecTBeHOe ONpeeneHuey).

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

Tpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosaumam HJ 3axkmouenne: OJJOBPEHO

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

[Tonroroeneno: Santosh Ku% TIposepeno: Pawan Kumar Ono6peno: Menemxep / PykoroguTens

Mau ﬁ i : L

rya 72 Amit Kumm I\N’"’ /
Reprint Date / Reprint Date / Reprint Date/
Jlara: 29.10.2024 Jarta: 29.10.2024 Hara: 29.10.2024

rgtied o SUNDEA, Telanmaans, Bwiia
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A
Product : Ketorol Express (Ketorolac) Orally Disintegrating Tablets 10 mg
poayrr: Ke‘ropo.'!" Ixenpece (Keroponak) rabaerkn, cneprupyemsie B nojiocTa pra, 10 mr
Market / Poinok :Russia / Poceusi
Batch No / - Batch Quantity / _ 3600000 tab /
Cepus No i O0bem cepHH ' 3600000 Tab
Analytical Report No / . 040002706691 - Date of Analysis / . 29.10.2024
Ananpruyeckuii oTueT Ne Jara anannia
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JaTa npousBoacTEa Tonen no
Mifg. License No. / ; - )
T p— . MNB/05/263 i B e - JLIERE SIS
Homep PY RU)
annensus Ne

Analysis performed according ND: / Auasmus nposeaen no HJ: JITI-Ne(004669)-(PT-RU)-190224
Page3 of 9/ Cip.3 m3 9

1;:: Test / IlokazaTenk Results / PesynbTaThbi Specification / Hopma
Butylhydrexyanisele / Complies / CodTreTcTBYET The retention times of 2-
Bymunzudpoxcuanuzon 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
YOEPXKHBAHUSA - [THKOB
2-fyTunruapokcHanusona H
3-6yTHUNTMAPOKCHaHH30N1a HA
XpOMAaTOrpaMMe HCIIBITYEMOTO PacTEOpa
IOMKHLI  COOTBETCTBOBaTh  BPEMEHAM
YIEP)KNBAHUSA [THKOB
2-GyTUIrHAPOKCHANN30A u
3-6yTHArHIPOKCHAHH30M1A 11a
XpOMaTorpaMMe pacTBOpa CTAHHAPTHOrO
obpazua GyTUArHAPOKCHaRN300a (pasaen
«Copepxanue
6YTHIATHAPOKCHAHH30JIAN).
"

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

[Mpumeuanue: IIponykT cooTBeTCTBYET TpeboBaHuaM HJJ 3akatoucnune: ONOBPEHO

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

TMoaroroeneno: Santosh Kumar [IporepeHo: Pawan Kumar Ono6peto: Menemkep / Pyxosoauress

Maurya @ ; Amit Kumar R

: JL /X«/‘ g
Reprint Date / Reprint Date / - Reprint Date / 8
Hara: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024

e, IRlangi, it
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Dr.Reddy'’s “:’

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJTU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpece (Ketopoaak) TabiieTKy, ANCHEPrupyemMsle B [0J0CTH pTa, 10 mr

Market / Pririor :Russia / Poccus
Batch No / . V2402131 Batch Quantity / . 3600000 tab /
Cepusn Ne ) ' O61em cepun * 3600000 126
Analytical Repo:‘t Neo/ . 040002706691 Date of Analysis / . 29.10.2024

| AnannTudecknii oraer Ne Jara anamnza
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
HaTta npou3soacTaa Topen a0
Mfg. License No. / . . .
ITponsponcrBenHas - MNB/05/263 L Lo Tl : AL BT ST

Homep PY RU)

mnuenzus Ne

Analysis performed according ND: / Anaans nuposexen no HJI: JITI-Na(004669)-(PT"-R1/)-190224

Paged4 of 9/Cip. 4 w39

1
I;"o Test / [lokazaTennb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansia 69.4 mg/69.4 Mr 67.2 mg to 72.8 mg (70.0 mg * 4.0 %). /
macca . _ Ot 67,2 mr oo 72,8 mr (70,0 Mr 4+ 4,0 %).
Complies / CooTseTcTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %:

OnHOpOAHOCTE MaCChI

2/20 tablets - not more than + 20 %. /
18/20 TaBnetrok — He 6Gonee = 10 %;
2/20 Tabnerox — He 6onee + 20 %.

4 Disintegration time /
PacnagaemocThb

01 min 01 sec /01 muu 01 cek

Not more (han 3 min. / He 6osee 3 MuH.

5 Dissolution / PacTBopene Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of
) CisH;3NO3+CyH | ) NO3 (ketorolac
Unit-2 / Tatn-2 97 % tromethamine) in 15 min. / He meunee
Unit-3 / Ta6n-3 98 % 5% Q) CisH13NO3+C4H |1 NO;
: _ (xeToponaka TpoMeTaMHH) yepes 15 MUH.
Unit-4 / Tabn-4 98 %
Unit-5 / Taba-5 98 %
Unit-6 / Tabn-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ipoaykr coorseTcTByeT TpeboBanmam HJT 3axmwovenne: ONOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Checked by /

IIpoeepeno; Pawan Kumar Onob

Approved by: Manager/Executive /

peno: Meremiep / PykoBoauTens

Maurya ﬁ{ Amit Kumar Lz
= P

Reprint Date / Reprint Date / Reprint Date / v

Hara: 29.10.2024 Hata: 29.10.2024 Jara: 29.10.2024




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIA3A

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayer: Keropon® Srenpece (keroponak) Tabnersu, Ancieprupyesmeie B nogocrs pra, 10 mr

Market / Puinok :Russia / Poccns

Batch No / - V2402131 Batch Quantity / . 3600000 tab /

Cepusa Ne ; O6bem cepun © 3600000 Ta6

Analytical Repourt No/ . 040002706691 Date of Analysis / . 29.10.2024

Adanurnyecknii oTueT No Jara aHanu3a

Date of Manufacture / . 00/2024 l?ate of Expiry / - 08/2026

Jata nponiBoacTBa I'ogen no |

Mfg. License No. / . B -

HpousBoxcreennas : MNB/05/263 MA number: / : JIIL-Ne(004669)-(PT™-
Homep PY RU)

JHUen3na Ne

Analysis performed according ND: / Ananns nposegen no H/L: JII-Ne(004669)-(PT-RU)-190224

Page 50f 9/Cip.S5mu3 9

I;.? Test / ITokasaTenan Results / PeaynbraTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JHenepcHocTE 710 pm sieve is formed. / OBpazyercs
0/IHOpOIHAs CYCMEH3WA, TNpoxonsuia
CKBO3b CHTO C pa3MepoM OTBepcTui
710 MKM.
7 Impurities / IIpumecn
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / ne 6onee 0,5 %;
ketorolac: / / Huxe npeaena
1-ruapokcHaHanor KOJIHYECTBEHHOIO OMpeeneniisn
KETOopoiaKa (ITKO = 0.0032 %)
1-keto analog of ketorolac / not morc than 0.8 %; / e 6onee 0,8 %,;
1-KeTOaHaNor KeToponaka 0.08%
unidentified impurity / : not more than 0.5 %,; / ne 6osnee 0,5 %;
eAMHHYHasA 0.01%
HEUIEATUDUUMPOBAHHAA
npuMech
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa IpuMeceit
8 Water content / 2.9 % Not more than 7.0 %. /
Copeprcaine soawa Ile Gonee 7,0 %%,

Remarks : The Product conforms to ND/
[IpumeyaHue: IIponykr coorBeTcTBYET TpeboBaumsam HJI

Conclusion : APPROVED /
3armoucuire: OJOBPEHO

Prepared by /

Checked by /
ITpoeepeHo: Pawan Kumar

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

Jara: 29.10.2024

Jara: 29.10.2024

Hara: 29.10.2024

IToarorosneno: Santosh Kumar

Maurya &r £ - Amit Kumar f\( -
-S

Reprint Date / Reprint Date / Reprint Date / i




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropoa® Drenpece (keroponak) TabaeTk, Aucneprupyemsie B monaoctu pra, 10 mr

Market / Prisok :Russia / Poccus
Batch No / Batch Quantity / 3600000 tab /
. ) .
Cepus Ne g el O6Bem cepuu " 3600000 Tab
Analytical Repo:‘t No/ . 040002706691 Date of Analysis / . 29.10.2024
Ananutndecknii orTuer Ne Jlara anannza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Hdata nponzeoicTea - I'open go
Mfg. License No. / . o :
ITpowsBoacTeenHast : MNB/05/263 L/ : e LR
Homep PY RU)
annensus Ne

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

Page 6 of 9/ Crp. 6 n39

%‘: Test / Hokasarenn Results / Pesynsratrsl Specification / Hopma
9 Residual solvents / OcTaToyHble OpraHutecKiie pacTBOPHTCAH
Isopropyl alcohol / 10 pg/tab / Not more than 350 ug/tab. /
HzonponaHon 10 mkr 8 Tabnerke He Gonee 350 Mkr B TabneTKe.

10 | Microbiological purity*/ Mukpo6Hnonornyeckas uucrora*

Total Aerobic Microbial NA
Count / obuiee yncno
a3pOOHBIX MUKPO-
OpraHH3MOoB

not more than 10® CFU/g; /
tie 6onee 10° KOE/r;

Total Combined Yeast and NA
mold count / obwee yncno
JPOXOKEBBIX U TINECHEBLIX

not more than 10> CFU/g; /
we Gonee 10> KOE/T;

NO3HPOBAHHBIX CANHHO

rpubon
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 5.8 Acceptance value (4 /) not more than
OuanopoaHocTh 15.0 TTokasaress npHemncMocTH (4F)

nomxen ObIThL He 6onee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanwe: ITpoaykT cooTBeTCTBYCT TpebosanHsam HJI

Conclusion : APPROVED /
Zakawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /
[Toarorosneno: Santosh Kumar IlporepeHo: Pawan Kumar Opnobpeno: Menenxep / Pykopogure/ib
Maurya Amit Kumar /\/ \?
Reprint Date / Reprint Date /° Reprint Date / v

Jarta: 29.10.2024 JHara: 29.10.2024 Jara; 29.10.2024

- ———



Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® kcnpecc (keroposiak) Tab/eTKH, AHCOEPrUpyeMble B HOJOCTH p1a, 10 M |

Market / Prinox . Russia / Poccus

Batch No / - V2402131 Batch Quantity / 3600000 tab /

Cepns Ne ‘ O6bem cepun * 3600000 126

Analytical Repo:'t No/ . 040002706691 Date of Analysis / . 29.10.2024

AHangTHYecKMi oTueT No JlaTa aHaan3a

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

JaTta nponseoacTBa TogeH oo

Mfg. License No. / ) .

IlpoussoacTBennas : MNB/05/263 LA Ll e LIRS
Howmep PY RU)

nHHen3usa Ne

Analysis performed according ND: / Ananus nposegen I;O HJL: JITI-Ne(004669)-(PI'-RU)-190224 ey

Page7of 9/Cip. 739

1;.:) Test / TloxazaTens Results / PesyabTaTel Specification / Hopma
12 | Assay/ KoauuecteeHuoe 10.0 mg / 10.0 mr From $5.0mg to 11.0 mg of
(100.1 %) CsH;3NO3*C4H11NO3 (ketorolac

onpenesieHne

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 Mr CisH13NO3*C4H1NOs
(ketoponaka tpoMmerampH) (ot 90,0 no
110,0 % ot 3aABAEHHOr0 KONHYCCTBa) B
Tabnetke.

13 | Butylhydroxyanisole
content / CouepxaHue
6y THArHAPOKCHAHU30/1a

0.0952 mg/tab /
0.0952 mr B TabneTke

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

14 | Package description /
Onucanue ynakoBKi

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10. Tabnerox &
6nucrepe w3 (ITA/AJINID ¢
pnaronornotutenem/II3BIT)
dbonsru // (IT3/AT) ¢oneru. Ilo
2 6nucTepa BMECTe C JIMCTKOM-
BKJIafbILIEM B naiky
Kap1OHHYIO.,

10 tablets in a blister of (PA/AL/PE with
desiccant/HHDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information lcaflet
in a carton pack. / ITo 10 Tabnerox B
6nucrepe u3 (TTA/ATITID c
pnaronoraotareneM/TIBBIT)  donsru //
(TI3/AJT) doneru. Io 1 win 2 Gnuctepa
BMECTE C JIMCTKOM-BK/AlbILIEM B NAYKY
KapTOHHYIO.

Remarks : The Product conforms to. ND/

ITpumeuanne: ITpoayir cooteercTRyeT Tpeboranuanm HIL |

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
NoarorosneHo: Santosh Kumar [Npoeepeno: Pawan Kumar OpobpeHo: Menemkep / PykoBogHTEN b
Maurya %f | Amit Kumar L

o — s
Reprint Date / Reprint Date / Reprint Date / i
Jara: 29.10.2024 Hara: 29.10.2024 Jara: 29.10.2024

[y

ana, tndia
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A

[Product : Ketorol Express (ketorolac) Orally Dis

integrating Tablets 10 mg

Hpoayxr: Keropoa® Ixenpecc (xeroponak) Tab.a

eTKH, [HCITePrupyYeMbIe B nojroets pra, 10 mr

Market / Prinok :Russia / Poccus -
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne U O6Bem cepin " 3600000 T26
Analytical Repourt No/ - 040002706691 Date of Analysis / . 99.10.2024
AnaguTudeckuit oTyer Ne Jdara aHanaza
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JlaTra npon3BoACTBA I'ogen 10
Mfg. License No. / :

. MA number: / . JIOI-N2(004669)-(PT'-
IIpoussogcTBeHHAs : MNB/05/263 Homep PY " RU)

munensns Ne

Analysis performed according ND: / Ananuz nposenen no HJI: JITI-Ne(004669)~-(PI’-RU)-190224 -

* When the drug product is released, the quality

Page 8 of 9/ CTp. 8 3 9
control for Microbiological Purity is performed for onc batch in

every 20 batches or onc batch per year whichever is more.

* [Ipu BBIMYCKE NEKAPCTBEHHOr0 Npenapata K
YHCTOTA» NPOBOAHTCS ANS Kavkaoil 20-oif cepn
HACTYNHT panplue.

CHTPO/b Ka4yeCTBA MO MNOKa3aTeNfo «MHKpOGHOJ’IOFH‘{eCKaﬂ
H, LJIH Qs oaHOH CEPHH B rojl, B 3aBHCHMOCTH OT TOrQ, 4TO

API name / Hanmenosanue ADC:

Ketorolac tromethamine / Ketoposnaka rpomeramidn

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponspogutens ADC:

ABRHO007361, ABRI1007412

FP Manufacturer API Batch number /
Homep cepHH cyOCTAHIHMH NPOH3BOXHTENS
rJId:

FERA00457, FERA00458

API Manufactured by & country /
Iponssogurens APC, crpana:

Dr. Reddy's Laboratories Ltd.; India /
J-p Pepw'c JTaGoparopuc Jita., UHpusa

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

HauMeHoBANKE, AJIpec, THIEH3Hs IS
IpouzsoacTeennas mnomaaxa / Ilnomwagka
xouTpost KavecTpa / Ilomagka 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) /

J-p Peanu’c JlaGoparopuc Jita., Uuaws, [ponspoacTBedHoe
noapazaenexue-6, Buni. Kxons, Hanarapx Poyn, banau, Juctpuxr
Comnan, X.I1., 173205, Unaus (nuuensus nomep MNB/05/263)

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

i &

Mpumeyanue: IIpoaykr cootseTcTByeT Tpebosanuam HL 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Togrotosneno: Santosh Kumar Ilpoepeno: Pawan Kumar Ono6peno: McHemxep / PykoBoauTelis

£ : Amit Kumar R
j\ f.-ﬂ"’/ i

Reprint Date / Reprint Date/ Reprint Date /
Iara: 29.10.2024 Hata: 29.10.2024 Hara: 29.10.2024
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Dr.Reddy’s €9

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Ipoaykr: Keropon® Jrenpece (keTopoaak) Tabaerki, ANCHEPTHPYEMBIC B NOJOCTH P, 10 Mr

Market / Poiniok Russia / Poccus

Batch No / y Batch Quantity / . 3600000 tab /

Cepus Ne ) ' Ob6Bbem cepin " 3600000 Tab

Analytical Repo:’t No/ - 040002706691 Date of Analysis / . 19.10.2024

AnaauTHyeckmii oTuet Ne IHaTa anaania

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

JaTa npon3BoacTBa I'open no

Mfg. License No. / . . 3

IlpousrogcTBeHHas : MNB/05/263 Boes T T : JITE-Ne(004669)-(PT
. Homep PY RU)

auueHsns Ne

Analysis performed according ND: / Anannz nposeaen no HII: JIT-Ne(004669)-(PT-RU)-190224

Page9of 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».

3aKII0ucHHE 0 COOTBeTCTBHH: «HaCTOSIIMM s TOATBEPXKIAIO, YTO IIPUBEINEHHAS BBILIE HHQOPMALIHS ABISCTCS
JOCTOBEPHOM U TOYHOH. DTa CepHs NMPOAYKIHH IIPOM3BEAEHA (BKIIOYas YNAKOBKY (MapKEpOBKY) M KOHTpOIb
KayecTBa) HA BHINEYKA3AMHOM [POM3BOACTBEHHON IUTomanke (IUIOIMAAKaX) B MOJIHOM COOTBETCTBHH C
TpeboparusMy [IpaBuil Hamexaes NPOM3BOACTBEHHON MPAKTHKH EBPasuiickoro 3KOHOMHHECKOI'O COKO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) 1 TpeOOBaHUSAMH KOHTPOJIS KaueCcTBa JICKapCTBCHHBIX CPEACTB,
a TaKkXe B COOTBETCTBHH CO CIEIHQHKAUMAME, COAEPHAUIAMHCS B PETHCTPALMOHHOM AOCHE CTPAHBI-HMIIOpTEpa.
3aIKCH II0 IPOM3BO/ICTRY, YIAKOBKE H AHATH3Y IPOBEPEHD], H yCTAHOBIEHO HX COOTBETCTBHE TPEOOBAHMAM [lpasun
HaJUIeXalleH TPOU3BOACTBCHHOM IIpakTHKX EBpa3zuicKOro 5KOHOMHYECKOTO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: ITpoaykTt cooTBercTBYeT Tpebosanmsm HII 3akmarouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
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