Dr.Reddy’s Q%.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's L.aboratorias Ltd,
Farmulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIa
Tel: 491 98156 56001-02

CEPTHOUKAT AHAJIN3A

WAVWL AT edays. i

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Ixenpece (KeToponak) TabaeTKH, AUCIEPTHPYEMbIC B TOJIOCTH PTa, 10 mr

Market / Prnox :Russia / Poccus

Batch No / h Batch Quantity / . 3600000 tab /

Cepng Ne g AR O6Bem cepun © 3600000 Tab

Analytical chourt No/ - 040002697581 Date of Analysis / . 23.10.2024

AnanuTnygcckuii oTdyer Ne Jara anajsusa |

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

JlaTra npoU3BOACTBA Tomen no

Mfg. License No. / ; r o

TIpom3BoaCTBEHHAS : MNB/05/263 MA number: / U R g B
Homep PY RU)

annensns Ne

Analysis performed according ND: / Ananns nposeen no HJL: JITI-Mo(004669)-(PT-R11)-190224

Page10f9/Crp. 1 n39

No

No Test / Moka3aTeanb

Results / Pe3yabTaTs!

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyribie mrockue

TabJeTkH ¢ (packoi, cseTno-
EITOro UBeTa C rpaBMpOBKOH
«I» Ha OZIHOI CTOPOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. / Kpyrnsie
nmnockne TaGnetku ¢ (ackoif, cBeTIO-
JKENTOro LBETa C IPaBUPOBKOH «I» Ha
OAHOINl CTOpOHE.

2 Identification / MaenTngurxanns

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

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

MCMBITYEMOr0 pacTeopa ¥ pacCTB opa
CT4HIapTHOTO 06paaua KeTopOoJiaKka
TpoME€TaMHHa JAOJDKHBL HMETH

MaKCHMYMbI NpH ORHOI M TOH Xe InuHe
BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumewanne: TIponykT coorBeTcTBYET Tpefosanuam HII

Conclusion : APPROVED /
3akmouenie: OJJOBPEHO

Prepared by / Checked by /

ToxrotorneHo: Ankit

A

Ilposepeno: Rama Kant

m‘g

\

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

Amit Kumar o Lo
N

Reprint Date / Reprint Date /

Jara: 23.10.2024

Hara: 23.10.2024

Reprint Date /
Jlata; 23.10.2024

Registered Cfiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangan:, India
el #9440 4960 2900, Fay: +91 40 4900 2995, Email: mait@drregdys.com
CIN: LSS195AP1S54P(CONEENT

wwwwdrreddys.com
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Viil. Knol, Nalagarh Road, Bacdi,
Distt. Solan, .2, 173 205, INDI».
Tol ; +91 98166 £6001-02

CEPTHOHUKAT AHAJTU3A war diveddyscom
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ﬂ
Mpoaykr: Keropoa® Ixcnpeec (keroponak) Tadierkn, AucneprupyemMsle B N0JA0CTH PTa, 10 mr o
Market / Puisor :Russia / Poccun
Batch No / . Batch Quantity / . 3600000 tab /
Cepus Ne j 02 O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002697581 Date of Analysis / . 23.10.2024
AHanuTndeckri oTuer Ne JlaTa anaau3a
Date of M anufacture / - 09/2024 Date of Expiry / . 08/2026
JlaTa npos3BoACTRA Toaen no 8
Mfg. License No. /
Tpon3soatrBeHHAast : MNB/05/263 MA number: / : JIL-N2(004669)-(BT -

Homep PY RU)

Jimuenznn Ne

==

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

Page20f9/Crp.2 139

No
Ne

Test / ITokazaTens

Results / Pe3yabTatTht

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 ynepiuBanus
OCHOBHOTO TMMKa Ha XpOMaTorpamme
HCMLITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATL BPEMEHH YIECPKHBAaHUSA
OCHOBHOrO MWKAa Ha XpoMaTorpamme
pacteopa CTanAapTHOro obpasua
KeToponaka  TpoMeTamliHa  (pazgen
«KonnuecTseHHOE OnpeacieHHe»).

Remarks : The Product conforms to ND/
I[Ipumeuanne: ITponykTt cootseTcTByeT TpeboBanHam HI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

Prepared by /
[Toarorosneno: Ankil

Checked by /
[TpoBepeno: Rama Kant

Approved by: Manager/Executive /
Qpnobpeno: MeHemxep / PykosoanTeb
Amit Kuma; j «

it Kumar f&" e

Reprint Date / Reprint Date / Reprint Date /
Hara: 23.10.2024 Jara: 23.10.2024 Hata: 23.10.2024
Registzred Cifice: 5-2-337, Road No. 2, Banjara Bills, Rydeiabad - 500034, Telangnng, India
Tolr +41 A3 4800 2900, Frx: 451 A0 4900 2928, Eimail: maii@drieddys.cem
CIiN, LY Al LS PL g diF

e titreddvacom




Dr. Reddy's Laboratories ttd.,
Formulation Unit-6

S
, ". viil. khol, Nalagarh Road, Bacidi
Dr' Reddy S . Distt, Solan, H.P, 173 205, INDJA
CERTIFICATE OF ANALYSIS Telr ool ID-g8
CEPTHOUKAT AHAJIM3A wiww drieddys coimn

Product : Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ poayxr: Keropoa®” Frenpece (KETOPOIAK) Tabnerky, AHCHEPIHpyeMble B MOJOCTH P, 10 mr o

Market / Prinox :Russia / Poccus

Batch No / ] Batch Quantity / _ 3600000 tab /

Cepus Ne L O61Lem cepuu " 3600000 Tab

Analytical RepoE't No/ . 040002697581 Date of Analysis / . 23.10.2024

AnpanuTHuecKHii oTuer Ne Hata aHAJH3A

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

Jlata npoH3BOACTRA I'onen 1o

Mfg. License No. / ] . 3

IIpouzBoacTBEHNAS : MNB/05/263 ' MA LY ; JIIL-Ne(004669)- (P
Howmep PY RU)

auuenzns Ne

Analysis performed according ND: / Anaaus nposejies no HT: JII-Ne(004669)-(PT-RU)-190224
Page30f9/Crp.3 139

1;00 Test / [loka3aTenn Results / Pe3ysabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpoxcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
chromatogram of the test solution should
comrespond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole
content" section). / Bpemena
yﬂep)K}lBaﬂHﬂ TTUKOB
2-6yTHArMapoKCHaHKu3oNna u
3-6yTWIrHAPOKCHAHU30)1a Ha
XpOMaTorpaMMme HCTBITYEMOTO pacTBopa
JOJDKHBl  COOTBETCTBOBaTh  BpEMEHaM
YOEPKHUBAHHS MHKOB
2-6y TUITHAPOKCHaHHU30NA "
3-6yTwirMapoKcHanuzona Ha
XpOMaTorpaMMe pacTBopa CTaHAAPTHOIrO
obpaslia 6y TWIrHAPOKCHANN301a (pasien
«Conepxauue
GYTHNTHAPOKCHAHH30M1aR).

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

ITpumedaue: [IPOMYKT COOTBETCTBYET TPEOORAHUIM HIO 3axmouenne: OQJJOBPEHO

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

MNoarotosnero: Ankit ﬁf TMporepeno: Rama Kant_\_ Ono6peno: Menemxep / Pykosoauressb

o ol ) . H i
5 /‘f/. «L‘S\LU\(@‘L/ Amit Kumar [\A.-” A
Reprint Date / Reprint Date / L Reprint Date /
Jara: 23.10.2024 Jara: 23.10.2024 Iara: 23.10.2024 |
Ragistared Clfice: 3-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telanganz, india
Tol: 467 40 4900 2800, Fax: +91 40 4900 2898, Ernail: maii@drreddys.com

CIN, LOSLASAR 130 rLER01307
woensdrredadys,com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Natagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA
Tol - +91 98166 56001-02

CEPTHOHKAT AHAJTH3A

WWW.Greadys.coim

Product : Ketorol Express (ketorolac) Orally Disintzérating Tablets 10 mg
Mponyxr: Keropoa® Dxenpece (keropoaak) Tabaerkn, JuciepriupyemMsie 8 Noa0cT pra, 10 mr

Market / Prinok : Russia / Poccust

Batch No / . ‘ Batch Quantity / . 3600000 tab /

Cepua No R O0nem ceprs " 3600000 Tab

Analytical Repo:'t No/ - 040002697581 Date of Analysis / . 23.10.2024

Apanarudgecknii ordet No JlaTa anaanza ]

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

Jara npon3soacTsa Togen oo

Mfg. License No. / . .

ITponszBoacreennan : MNB/05/263 R e/ : e e =
Homep PY RU)

Jnuensnn Ne

Analysis performed according ND: / Anaans nposejen no HJI: JITE-Ne(004669)-(PT-RU)-1 90224

Pagedof 9/Crp. 4139

- —

1‘;:: Test / ITokasaTenn Results / PesysieTaThbl Specification / Hopma
3 Average weight / Cpeansst 69.8 mg/ 69.8 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macea 0 Or 67,2 mr jio 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHepOaHOCTE MACCHI 2/20 tablets - not more than £ 20 %. /
18/20 Tabmetox — He OGonee = 10 %;
2/20 Tabnerox — He Gonee £ 20 %.
4 Disintegration time / 0 min 27 sec / 0 MaH 27 cek Not more than 3 min. / He Gonee 3 MuH.
Pacnagaemoctb
5 Dissolution / PacTsopeune Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. C15sH3NO3*C4H; | NO;3 (ketorolac
Unit-2 / Tabn-2 101 % tromethamine) in 15 min. / He mchee
Unit-3 / Tabn-3 99 % 5% Q) C1sHi3NO3*CsH(;NO;
. (keToponaka TpoMeTaMuH) uepes 15 MHH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 98 %

Remarks : The Product conforms to ND/
[pumeyanwe: Tlpoaykr cooteeTcTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3aknwdenune: OJOBPEHO

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

IToaroroeneno: Ankit 7 ITpoeepeno: Rama Kant Ono6peno: Menemxep / Pykosoaurens
éj/ @o ,.,L’(‘ Amit Kumar e

Reprint Date / Reprint Date / ' Reprint Date/ '

JHara: 23.10.2024 Jara; 23.10.2024 JHara: 23.10.2024

Registerad Cifice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, Indiza
fel: +91 40 4960 2900, Fax: +91 40 4900 2998, Emall: maii@drreddys.com
CliN: LS5195AR1984PLCD04507

wvwdrreddys.com




Dr.Reddy’s @¢

Dr. Reddy's Laboratories ttd
Formulation Unit-6

viil. Kinol, Nalagarn Road, Bacidi,
Distt. Solan, FL.P., 173 205, IND|A

CERTIFICATE OF ANALYSIS Tel 1 +91 98166 56001-02
CEPTHO®UKAT AHAJIH3A vy giveddys.com

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

‘Market / Poiiok :Russia / Poccus

Batch No / ] Batch Quantity / _ 3600000 tab /

Cepun Ne i o Obbem cepnn " 3600000 Tab

Analytical Repo“rt No/ . 040002697581 Date of Analysis / - 9310.2024

Ananurnyeckuii oTuer Ne JaTa awanuisa

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

JaTa nponisoacTBa Ioxen g0

Mfg. License No. / ] o

TIponsBoacTBeHHAR : MNB/05/263 D IhEr RN S
Homep PY RU)

anuenzun Ne

Analysis performed according ND: / AHann3 nposejen 1o HJI: JITI-Ne(004669)-(PT-RU)-190224

Page Sof9/Crp.Sm9

JAuncnepcHocTh

1}? Test / TfoxazaTean Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 um sieve is formed. / O6pazyercs
OMHOPOAHAA CYCTIEH3HR, DPOXOAALIAs
CKBO3L CHTO C pasMEpOM OTBEpCTHit
710 mxMm.

7 |- Impurities / TTpumecn

1-hydroxy analog of
ketorolac: /
{-ruppokcuananor

Below LOQ (LOQ = 0.0032 %)
/ Hivke npeaena
KOJIMYECTBEHHOTO ONpeeneHns

not more than 0.5 %; / ue 6onee 0,5 %;

Copepxanne BOAb!

KeTopoJiaka (TTKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %; / ne 6onee 0,8 %;
1-KeToaHaToT KeTopoJaka 0.12%
unidentified impurity / not more than 0.5 %; / re 6onee 0,5 %,
eAUHHYHAs 0.01%
HeuAeHTHOULUMPOBAHHAN
npHMECh
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMma upumeceit

8 Water content / 2.8% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
Ipumeuanne: Ilpoaykr coorsetcTByeT Tpebonaumnam HJQ

Conclusion : APPROVED /
Zakmodenne: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Ankit [Tposepeno: Rama Kant

[ Bt

Approved by: Manager/Executive /
Ouobpeno: Menemkep / Pykosoautenb
Amit Kumar //_\(__J -

1}

Reprint Date /
JHara: 23.10.2024

Reprint Date /
Hara: 23.10.2024

Reprint Date /
JHara: 23.10.2024

Registered Cifice: 8-2-337, Road No. 3, 8anjara Hills, Kyderabad - 500034, Telangang, India
Tel: +91 43 4960 2960, Fax: 9140 4000 298¢, Ernail: maii@drreddys_com
CIN: L85 L95AP198IPLENAGS0T

v driadays.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Viil. Rinol, Nalagarh Road, Bacidi,
Distt. Solan, F.P., 173 205, INDja
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJII3A

v drieddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaysr: Keropoa™ Jxenpece (keToposnak) Tabieri, ANCHCPIHpYeMbIe B HOJOCTH pra, 10 mr

Market / Priiok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusn Ne CRUARE O6nem cepun 3600000 Tab

Analytical Repourt No/ . 040002697581 Date of Analysis / - 23102024

AnanntuyeckHii oTyer Ne JlaTa anaauia

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

JaTa npovaBoacTBa T'ogen no

Mfg. License No. / . .

Iponspogcrpenuast : MNB/05/263 BALA v oare ) UILELL IR LR RIS
Homep PY RU)

anuenzus Ne

Analysis performed according ND: / Anasms nposesen no HJL: JITI-No(004669)-(PT'-RU)-190224

Page60of9/Crp. 6 ;39

i‘«o Test / Moka3aTens Results / Pe3yabTaTes Specification / Hopma
9 Residual solvents / OcTaTouHbIe 0PraHH4YECKHE PACTBOPHTENH
Isopropyl alcohol / 14 pg/tab/ Not morc than 350 pg/tab. /
HzonponaHon 14 Mkr B Tabnerke He Gonee 350 MKr B TabneTke.

10 | Microbiological purity*/ MukpoGHonornyeckan uucrora*

Total Aerobic Microbial NA
Count / o61nee 9ucno
a3p06HBIX MHKPO-
OpraHH3MOB

not more than 10° CFU/g; /
e Gosee 10° KOE/T;

Total Combined Yeast and NA
mold count / o61uee ayucro
JPOXOKEBBIX 1 [UICCHEBBIX

not more than 10> CFU/g; /
He Golee 102 KOE/T;

JA03UPOBAHHLIX €QNHHIT

rpubog
Escherichia Coli NA shell be absent in 1 gram. /
oTcyrcTBue B 1 T.
11 | Uniformity of dosage units / 6.8 Acceptance value (4¥) not more than ]
OnHopogHOCTL 15.0 IToxasatens npremnemocty (4V)

nomnkeH 6p1Th He Gonee 15,0.

=k

Remarks : The Product conforms to ND/
Ilpnmeuanme: [TpomykT cooTBeTCcTBYET TpeboaHuam HI

Conclusion : APPROVED /
Bakauenne: OJJOBPEHO

Prepared by / Checked by /
[Moarotosneuo; Ankit " Iposepeno: Rama Kant
A A,
V/

.‘ ./'

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxosoantens
Amit Kumar I-L‘. (O

lj ’/

Reprint Date /
Mara: 23.10.2024

Reprint Date /
Hara: 23.10.2024

Reprint Date /
Jara: 23.10.2024

Registered Cffics: 3.2-
Toh 491 4046

23
(4]

7, Raad No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
2900, Fax: -+91 40 4900 2998, Ermail; maiiddricddys.corm
CING 1RRT95APTIRAPICNNAS0T
savavarreddyi.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td
Formulation Unit-6

Viil. Khel, Nalagerh Road, Baddi,
Distt. Solan, .2, 173 205, INDA
Tol 1 491 98166 56001-02

CEPTHOHEKAT AHAJIM3A

Vouw {
WL SCH of elried o] !1"/.‘ LCOIN

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

Tpoaykt: Keropoua® Bxcenpece (keTopoaak) TabaeTkH, AuceprupyeMsie B oJ0CTH PTa, 10 mr

Market / Prinox :Russia / Poccus

Batch No / ; Batch Quantity / _ 3600000 tab / N

Cepua Ne iz el O6bem cepHn " 3600000 Tab

Analytical Repo:’t No/ - 040002697581 Date of Analysis / . 93.10.2024

AHaJmMTRYecKM oTyeT No Jara ananunia

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

Jara npou3sogcTea T'onen mo

Mfg. License No. / ) . :

Hponssoxcrsentas : MNB/05/263 MA pumber: / SRUTLTUL g L
Homep PY RU)

anpeH3ust Ne

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

Pape7 of 9/ Ctp. 7 m3 9

Onucaume YNaxKoBKi

(PA/AL/PE with
desiccantyHDPE) foil // (PE/AL)
foil. 2 Dblisters with patient
information lcaflet in a carton
pack. / Ilo 10 TabneTox B
Gancrepe w3 (MMA/AJVIID ¢
pnaronorsiorurenem/I1OBIT)
donsru // (II3/AJ1) doneru. To
2 Gnucrepa BMECTE C JIMCTKOM-
BRJIAJIIIEM -B MavyKy
KapTOHHYIO.

i.oo Test / ITokazaTenb Results / PesyasTaTe) Specification / Hopma
12 | Assay/KoanuecTBeHHOe 9.8 mg /9.8 mr From 90mg to 11.0 mg of
onpeaeseHue (97.6 %) CsH1aNO3+C4H 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 mr C1sH1aNO3C4H 1 1NO;
(keToponaka tpomeramun) (ot 90,0 1o
110,0 % OT 3a4BJCHHOr0 KOJIHYECTBA) B
TabneTke,
13 | Butylhydroxyanisole 0.0999 mg/tab / Not less than 0.042 mg/tab. /
content [/ Copepxanne 0.0999 mr B TabneTke e Meree 0,042 mr B TabrneTke.
GyTHArHApOKCHAHN30MA
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. / Ilo 10 tabnerok B
Gnucrepe W3 (ITA/AJI/ITD c
prnaronornotyrenemM/[I9BI) ¢oasrn //
([T2/AJT) donsru. Ilo 1 win 2 Gancrepa
BMECTE C JIACTKOM-BKIaAblLEM B Navky
KapTOHHY!O.

Remarks : The Product conforms to ND/
[Ipumeuanue: IponykT coorseTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Zakmouennc: OJJOBPEHO

Prepared by /
TToarotosneno: Ankit /7

-~
.4 —

e~

Checked by /
[Tposepeno: Rama Kant

Julke

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

[X,/./:i:;

Reprint Date /
Hara: 23.10.2024

Reprint Date /
Jara; 23.10.2024

Reprint Date /
Jara: 23.10.2024

1

Registered Cifice: §-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telanganz, Indiz
Tel: Q1 2 4400 2800, Fax: +91 40 4900 2999, Ernail: maii@drrad-ys cetn

CIN: L3E195AP198APLCNDSNT
wdrreddys.com




Dr. Reddy's Laboratories Ltd.

D R d . ‘,.t Formulation Unit-6
, Viil. Khol, Nalagarh Road, Baddi,
r.Red YS e Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHD®HKAT AHAJIA3A ww, drreddys.comn
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keroponax) TabaeTsn, Aucnepripyemele B nojocty pra, 10 mr
Market / Prinok :Russia / Poccuis
Batch No / . Batch Quantity / _ 3600000 tab/
Cepug Ne e Ob6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002697581 Date of Analysis / . 93102024
Anajutudecknii oryer Ne JIaTa ananau3za
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jata nponzsoacTsa Toaen oo
Mifg. License No. / - g
IlpousBoacTBEHHAS : MNB/05/263 bl B , JIIE-Na(004669)-~(P1 -
Homep PY RU)
Junensns Ne
Analysis performed according ND; / Auannz nposenen rio H)I: JII-Ne(004669)-(PT-RU)-190224

Page8of 9/Crp.8mu3 9

* When the drug product is released, the quality control for Microbiological Puvity is performed for one batch in

every 20 batches or one batch per year whichever is more.
* [Ipu BhiNycKe NeKapPCTBEHHOI0 NPENapaTa KOHTPO/b Ka4ecTBa M0 10Ka3aTeio «Mmcpoﬁuo.noruqecxm

HHCTOTA» NPOBOOHTCA AJIA Kaxaoii 20-oii CepHH, HIIH OJIA OJHOM CepHH B I'ofl, B 3aBUCHMOCTH OT TOr0, 4TO
HaCTYNHUT panblle.

API name / HantmenoBanne A®C: Ketorolac tromethamine / Ketoponaka TpomMeTamMuH
INN / MHH: ; Ketorolac / Ketoponak
API manufacturer batch number / ABRH007361
Homep cepun npounssogntensa ADC:
FP Manufacturer API Batch number /
Homep cepHH cyGCTAHIIHA MPOH3BOANTEA FERAQ0457
rJIo:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
TIpouzeoanrens ADC, crpana: J-p Pennu'c JTaboparopuc Jlta., Munus
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Relcase Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (]icense No
site / MNB/05/263) /
HanmeHoBaHHe, agpec, JHUEH3HA O d-p Pen,un ¢ Jlaboparopuc Jltn., Hunns, Hpousnoncmcnuoe
IIpouspoacTBeHHAn muomanka / Minomanka noapaszaenenne-6, Buui. Kxone, Hanarapx Poyn, bannu, Juctpukr
kouTpois kadecrsa / Ilinomajgka Beimycka Conan, X.I1., 173205, Unaus (nuuensus Homep MNB/05/263) |

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

IIpumeuanne: IpomykT cooTeeTcTByeT Tpebosaruam HJI Sakmroyenne: OJOBPEHO

Prepared by / e Checked by / J Approved by: Manager/Executive /
IToarororneHo: Ankit ( aF Ilposepeno: Rama Kant Ono6peno: Menemkep / PykosonuTens
f i / Amit Kumar (0
Reprint Date / Reprint Date / Reprint Date / Y
Hara: 23.10.2024 JHara: 23.10.2024 IlaTta: 23.10.2024

Registered Cfiice: 3-2-337, Road No. 3, Banjara Hills, Hyderakad - 500034, Telanganz, Indiz
Tel: +31 40 4960 2900, Fas: +91 40 4900 2998, Ermail: maii@drreddys.com
CIN: L35 185AP1984PLL00A507
wyadrredays com



Dr. Reddy's Laboratories Ltd.
D R - ‘.... Formulation Unit-6
viil. %hol, Nalagarh Road, Badidli,
r. eddy s ‘. Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol 0491 98?? _5“6001‘02
CEPTH®HKAT AHAJTA3A L e

Product : Ketorol Express (ketorolac) Orally Disint::grating Tablets 10 mg

\Iponyxr: Keropon® Jxcnpece (keroponak) Tabaerku, gucneprupyemsic B NoJoCTH pra, 10 mr 3 |
Market / Prigok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepna Ne ] O6nem cepun " 3600000 Tab ‘
Analytical Repovrt No/ . 040002697581 Date of Analysis / . 23.10.2024
AnanurndeckHii oryet Ne Jata anajansa
Date of M anufacture / . 09/2024 Date of Expiry / . 08/2026
JaTa npon2BoacTBa : T"ogen o
Mifg. License No. / ] o
IIponsBoxcrBeRHas : MNB/05/263 Mamher: / 3 A0 SR

Homep PY RU)

auuensust No
Analysis performed according ND: / Ananus nposesen no HJI: JITI-Ne(004669)-(PT-RU)-190224
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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».

3aKiiiodeHMe 0 COOTBETCTBHH: «HacTosuuM A MOATBEPXKAAI0, YTO IIpHBeeHHad BhILIE HHbOpMalus ABISETCS
JIOCTOBEPHOR M TOuHOH. DTa cepua MpOAYKIHM NPOU3BEAEHA (BK/ItOYas YHAKOBKY (MapKHpOBKY) M KOHTPOJb
xavecTBa) HA BBIIEYKA3aHHOM IIPOM3BOACTBEHHOH Niomanke (UJomajkax) B IIOJHOM COOTBETCTBHH C
tpeGoBanmamy I1paBui Hamexalueif IPOH3BOICTBEHHOH MpakTHKU EBpa3uiicKOro 3KOHOMHYECKOTO COO33d (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutadps 2022) 1 TpeGOBaHHAMM KOHTPOJISI KAYECTBA JIEKAPCTBEHHLIX CPCIICTB,
a Tax>ke B COOTBETCTBMH CO CHENM(PUKAIHAAMH, CONEPKAIMMHUCA B PETHCTPAHOHHOM JIOCBE CTPAHBI-HMIIOPTEpA.
3anucH 110 [IPOH3BO/CTBY, YIAKOBKE H aHATHM3Y TIPOBEPEHEI, H YCTAHOBJIEHO KX COOTRETCTBHE TpeboBanuaM IIpasmi
HazuIexantei Mpou3BOIACTBEHHON IPAKTUKU EBpasuicKoro SKOHOMHYECKOTO COr03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanwe: [Ipopykr coorBercTyeT Tpebopanmsam HI 3axniouenne: OJOBPEHO
Prepared by / 3 Checked by / . Approved by: Manager/Executive /
[Mogrorosnewno: Ankit fJ] = [Mposepeno: Rama Kant Onobpeno: Menemiep / Pyhefoumenb

.-'/’li: -~ @vkjkr Amit Kumar -’\L‘ S

= \ _‘_/ |
Reprint Date / Reprint Date / ' Reprint Date / 5
Hata: 23.10.2024 Jlata: 23.10.2024 Jara: 23.10.2024

Resistered Office: 8-2-337, Road No. 2, 8dnjara Hills, Jyderabadi - 500034, Telangana, India
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