Do
Dr.Reddy’s ‘f.'

Dr. Reddy's Laboyatories Lid
Formulation Jnit-6

Vill. Khol, Malagarh Road, Baddii,

Distt. Solan, H.P, 1735 205, INDHA

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

TIpoaykt: Keropoa® Jxcnpecc (keTopoJak) Ta6ieTKH, JMcneprupyemMbie B 10J10CTH pra, 10 mr

Market / PoiHoK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne - V2402131 O6bem cepuH " 3600000 Tab
Analytical Repo:‘t No/ . 040002706691 Date of Analysis / - 99.10.2024
AHanurndyeckuii oTyer Ne JlaTa ananu3za
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JlaTta npon3soacTBa I'ogen oo
Mfg. License No. / _ MA number: / . JII-Ne(004669)-(PT-
IIpousBoacTBeHHAnA : MNB/05/263 3

Homep PY RU)
anuneH3ns Ne

Analysis performed according ND:

/ Ananus nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page10of9/Crp.1 w39

1}00 Test / IlokasaTesb Results / PesyabTaThl 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. / Kpyrusie
side. / Kpyrnble rockne ninockue TabieTku ¢ ¢ackoi, cBeTio-
TabneTku ¢ dackoi, ceeTno- XKEJITOro 1BeTa C IpaBUPOBKOH «l» Ha
JKENTOro LBETa C TPaBHPOBKOI OIHOH CTOpOHe.

«l» Ha OIHOI CTOpOHE.

2 Identification / UnenTnd

HKauust

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 MOIMOLIEHUSA
WCIBLITYEMOro pacTBOpa H  pacTBopa
cTaHgapTHoro  obpasya  KeTopoJiaka
TpPOMETaMUHa JIOJDKHBI HUMETH
MaKCHMYMBI TIPA OJHOH U TOH Xe JJIUHE
BOJIHBI (+ 2 HM).

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

ITpumeuanue: Ilpoxykt coorBeTcTBYET TpeboBanusm HJJ 3aknrouenne: OJJOBPEHO

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

[Moarorosneno: Santosh Kumar [Ipoeepeno: Pawan Kumar Opobpeno: Menemxep / Pykosogurenn
aurya i Amit Kumar Pt

Reprint Date / Reprint Date / Reprint Date / v

Hara: 29.10.2024 Hata: 29.10.2024 Hara: 29.10.2024

Registered Office: 8-2-337, Road No. 2, Banjar Hills. Hyderabad - 500034, Telangana, ndia

Tel:

+01 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
SAPTSCAPLCCOS0T

s diiaddys.com




@e
Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dxenpece (keTopoJiak) TabJeTKH, AUCIEPrHpYeMble B 10J10¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne V2402131 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002706691 Date of Analysis / . 29.10.2024
AHanuTHYeCKHH oTyeT Ne JlaTa anam3a
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JlaTta npou3BoAcTBa Fogen no
DA Ticenseso, ‘ MA number: /  JITI-Ne(004669)-(PT -
IIponseoacTreeHHas : MNB/05/263 :

Homep PY RU)
Jannenzua Ne

Analysis performed according ND: / Anaans nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp.2 39

No

No Test / [Toka3aTenb

Results / PesynbTaTthl

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 yaepKuBaHus
OCHOBHOrO TIHKa Ha XpomaTorpamme
HCITLITYEMOTr 0 pacTBopa JIOJIKHO
COOTBETCTBOBATH BPEMEHH YIEPKHBaHUA
OCHOBHOrO MHMKa Ha XpoMarorpaMme
pacTBopa CTaHIapTHOTO oGpasua
KeToposiaka  TpoMeTamuHa  (pa3nen
«KonuuecTBeHHOE OMpencicHUE).

Remarks : The Product conforms to ND/
ITpumeuanue: [TpogykT cooTBeTcTBYeT TpedoBanusm HJI

Conclusion : APPROVED /
3axuouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya }(

-

Checked by /
[IpoeepeHo: Pawan Kumar

ra

Approved by: Manager/Executive /
Onob6peHo: MeHemxkep / PykoBonuTenb

Amit Kumar [\(J y

Reprint Date /
JlaTta: 29.10.2024

Reprint Date /
Jata: 29.10.2024

Reprint Date /
Jarta: 29.10.2024

Regictered Qffice: 8-2 ,
Tel: 21 404900 2509, F3

Hyderabad - 560034, Telangany, India

il mai@drreddys com




Dr. Reddy's Laberatories Lid
Formulation Unit-6

[ X
Dr‘ Reddy,s ‘,... vill. Khol, Nalagarh f?oad, Baddi,

Disit. Soian, H.P, 173 205, INDig
CERTIFICATE OF ANALYSIS Tl +31 93:;36 5600102
CEPTUHDOUKAT AHAJIN3A wans.direddys,com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayrr: Keropoua® Frcnpece (keroponak) TabieTku, AHcHeprupyemble B noJaocTu pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2402131 O0BeM cepau - 3600000 Tab

Analytical Repourt No/ . 040002706691 Date of Analysis / . 99102024

AnanurHyeckuii oTyet No Jlara anann3a

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

JaTta npousBoACTBA T'open no

Mfg. License No. / . .

Ilpon3BoacTBEHHAN : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)

JHnensas Ne

Analysis performed according ND: / Ananus nposegen no HJ: JIII-Ne(004669)-(PT-RU)-190224

Page30of 9/ Crp.3 w3 9

1}00 Test / HHoxa3zaTe/b Results / Pe3yabTaThbl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET 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
yIaepxKUBaHUs ITHKOB
2-0yTUArHAPOKCHaHN301a u
3-6yTUNrUApOKCHaHH30Ma Ha
XpOMarorpaMme HCILITYeMOro pacTBOpa
IOJDKHBL  COOTBETCTBOBaTh  BPEMEHAM
yIepKHUBAHUSA [THKOB
2-6yTUNTHAPOKCHAHN30M1a u
3-6yTUITHAPOKCHAHU30NA Ha
XpoMarorpaMMme pacTBopa CTaHIapTHOro
obpasua OyTUNrMaApoKCcHaHn30m1a (pasaen
«Copepxanue
OyTHITHAPOKCHAHU3O0TIAY).

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

[Tpumeuanue: [ponykT cooTBeTcTBYET TpeboBaHusM HJI 3axmouenne: OJIOBPEHO

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

IMoarororneno: Santosh Kumar [Iporepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBonurens

Maurya ‘@ / Amit Kumar v

Reprint Date / Reprint Date / Reprint Date / i

Hara: 29.10.2024 Jarta: 29.10.2024 Jata: 29.10.2024

Tol: +01 40 4900 2800, Fax: =91 10 4900 2099, Email: mail@direddys.com
Tl L851954P19384PLC00ARDT
www,drreddys,cem

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500024, lelangana, India



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

IMpoayer: Keropoa® Dxenpece (keToposak) Tabjerkn, ANcneprupyemsele B moaoctu pra, 10 mr
poay L p P prupy P

Market / PoiHok :Russia / Poccus
Batch No / - V2402131 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepnn 3600000 Tab
Analytical Repourt No/ . 040002706691 Date of Analysis / . 99.10.2024
AunagnTudeckHii otuer No JlaTa anaianza
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2026
JaTa npoU3BoACTBA T'ogen oo
M. License No. / | MA number: / - JI-Ne(004669)~(PT-
ITIpouszBoacrBenHasn : MNB/05/263 :

Homep PY RU)
auuenzus Ne

Analysis performed according ND: /

Ananuns nposeaen no H/I: JITI-Ne(004669)-(PT-RU)-190224

Page40f9/Crp. 4 u39

1;.? Test / [TokazaTenb Results / Pe3yabTaThI Specification / Hopma
3 Average weight / Cpeausis 69.4 mg /69.4 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca ) Ot 67,2 mr go 72,8 mr (70,0 mr + 4,0 %).
Complies / CoOoTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %:
OaHOPOIHOCTL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oojee = 10 %;
2/20 Tabnerox — He 6onee + 20 %.
4 Disintegration time / 01 min 01 sec / 01 mun 01 cex Not more than 3 min. / He 6osee 3 MuH.
Pacnagaemoctnb
5 Dissolution / PacTeBopenne Unit-1/ Tabn-1 102 % Not less than 75% (Q) of
. C1sH13NO3°C4H; INOs3 (ketorolac
Unit-2 / Tabn-2 97 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta61-3 98 % 75 % Q) CisH13NO3+C4H11NO3
. (xeTopoJyiaka TpOMETaMHH) yepes 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
[Tpumeuanue: Ipoaykt cooTseTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh Kumar IlporepeHo: Pawan Kumar OpnobpeHo: Menemxkep / PykoBoauTesin
Maurya @{ g Amit Kumar N

— | 'J':\/
Reprint Date / Reprint Date / Reprint Date / Y
Hara: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024

8-2-327, Road Ne. 3, Banjara Hillg
& FH) 349

1K) 2800, Fad, #5140 4

Hyderzhaa - sl0uza

i mallibdreadniys.con
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Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vil Khol, Malagarh Read, Baddi,

Disit, Solan, H.P, 173205, INDiA

el w91 95166 H00UL-CGL

CEPTU®HUKAT AHAJIM3A

nandys Siererlcue com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpecc (keToponak) TabaeTKn, AHCHeprupyeMble B nojocti pra, 10 mr

Market / PoiHOK :Russia / Poccnst

Batch No / ; Batch Quantity / 3600000 tab /

Cepust Ne e O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002706691 Date of Analysis / . 9910.2024

AHanuTHyecKkHuii oTuyeT No JlaTa ananu3a

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

JaTta npon3BoacTBA I'onen po

Mfg. License No. / . o

IlpousBoxcTBEHHAS : MNB/05/263 SUAynumber y i 0O (PE
Homep PY RU)

JHnen3us Ne

Analysis performed according ND: / Ananuz npoeenen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp. Su3z 9

IJ\I%O Test / IlokazaTenb Results / PesyabTaTs! Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JlHcnepcHoCTh 710 pum sieve is formed. / Obpa3syercs
OJHOpOOHAs CYCIEeH3Hs, IPOXOJsiias
CKBO3b CHTO C pa3MepoM OTBepcTUit
710 MKM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-ruppokcHaHanor

Below LOQ (LOQ = 0.0032 %)
/ Huxe npenena
KOJIMYECTBEHHOTO OIPEEIEHHMA

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

KeTopojiaka (ITKO = 0.0032 %)

1-keto analog of ketorolac /

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

Cunepikanne soiLt

1-KeToaHANOT KETopoiaKa 0.08%
unidentified impurity / not more than 0.5 %; / e 6onee 0,5 %,;
€IMHUYHas 0.01%
HEUASHTUQHULIUPOBAHHAS
npHMech
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
CcyMMa Ipumeceit
8 Water content / 2.9 % Not more than 7.0 %. /

I1e Gonee 7,0 Y.

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykT cooTseTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxkiawuyenne: OJIOBPEHO

Prepared by / Checked by /
[MoaroroeneHo: Santosh Kumar
Maurya &_

o

[Iporepeno: Pawan Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBogurens

Reprint Date / '
Hara: 25.10.2024

Reprint Date /
Hara: 29.10.2024

Amit Kumar /.\/ L
—
Y

Reprint Date /
Jata: 29.10.2024

Roegistered Office: 8-2-237, Road No. 3,
Tal: #0140 4900 2800, Fax: +91
CIN: LBS1S5AP 1S

Banjara Hills, Hyderabad - 500034, Telangana, India
10 4500 2999, Email: mail@drreddyz.com

384PLCO0A507

wwwdrredays.cem
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
T poaykr: Keropoa® Dxcnpecc (keTopo/ak) Ta6aeTKH, {HCNepriupyemMble B I0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / ; Batch Quantity / 3600000 tab /
Cepus Ne A O0beM cepun * 3600000 Tab
Analytical Repourt No/ - 040002706691 Date of Analysis / . 9910.2024
AHanuTHIecKHii oTueT No JlaTa ananuza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Harta npoussoacraa I'ogen go
St THrgEbe o _ MA number: / . JHI-Ne(004669)-(PT -
IIpoussoacreennas : MNB/05/263 :

Homep PY RU)
anuen3us Ne

Analysis performed according ND: / Anaans nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
' Page 6 of 9/ C1p. 6 u3 9

i.oo Test / [lokasaTens Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTounbie (;rauuqecxne PacTBOPHUTE/NH
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. /
H3omnponaHon 10 Mxkr B Tabnerke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6nosoruieckas 4yncrora*

" Total Aerobic Microbial NA not more than 10 CFU/g; /
Count / obu1ee 9UCNO He 6onee 103 KOE/T;
a3pOOHBIX MUKPO-

OPraHH3MOB

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

mold count / ob1ee yucao He Gonee 10 KOE/T;

JPOXOKEBBIX H MIIECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
oTCYTCTBUE B 1 T.

11 Uniformity of dosage units / 5.8 Acceptance value (4V) not more than
OanopoaHOCTb 15.0 IToka3arens npuemMieMocTtH (AF)
A03UPOBAHHBIX EAHHHULL noJoxeH ObITh He 6onee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpogykT cooTBeTcTBYeT Tpebosanusm HJJ 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santosh Kumar IpoeepeHo: Pawan Kumar OnobpeHo: Meunemxkep / PykoBoauresns
Maurya @ Amit Kumar A L\

: | AT -
Reprint Date / Reprint Date / ! Reprint Date / L
Hara: 29.10.2024 Jlara: 29.10.2024 Jarta: 29.10.2024

Razist

W, drreddys.com



Dr.Reddy’s Q‘:'

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

Vill, iKhol, Malagarh Road, Badd,
Distt. Solan, HR, 172205, INTHA
CERTIFICATE OF ANALYSIS Tei: +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jxcnpece (keropoJiak) Tab/1eTKH, AMCIePrUpyeMble B 10JOCTH p1a, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / - V2402131 Batch Quantity / 3600000 tab /

Cepus Ne ' O6bem cepHH " 3600000 Tab

Analytical Repo:‘t No/ . 040002706691 Date of Analysis / . 99.10.2024

AHanHuTHYeCKHH oTueT No JlaTa anaau3a

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

JaTta npounsBoacTea I'open o

Mfg. License No. / ] o

IIpon3BoacTBEHHAS - MNB/05/263 A NUMBETEH : JIII-Na(004669)-(PT -
Homep PY RU)

auuen3ns Ne

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

Page7 of 9/ Cip. 7 u3 9

Onucanue ynakoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
onucrepe u3z (ITA/AJITID ¢
Bnaromnornoturenem/[19BIT)
donsru // (IT3/AJI) donsru. Io
2 bnucTepa BMeCTe C JIUCTKOM-
BKJIAJIBILIEM B nauxy
K4pP'TOHHY 0.

i.g Test / IloxazaTenn Results / PesyabTaThl Specification / Hopma
12 | Assay/ KoaunuecTBeHHOe 10.0 mg/ 10.0 Mr From 9.0mg to 11.0 mg of
onpenenenue (100.1 %) C1sH13NO3C4H [ 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr no
1 1,0 Mrr C15H13NO3‘C4H1 1NO3
(ketoponaka TpoMeramuH) (ot 90,0 no
110,0 % oT 3asBIEHHOTO KOJHYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0952 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0952 mr B Tabnetke He menee 0,042 mr B TabneTke.
Oy THIITMAPOKCHAHHU30J1A
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. / [To 10 TabneTok B
onucrepe u3 (ITA/ATITID c
pnaronornorureneM/II9BI1) donsru //
(I12/AJ1) doneru. Ilo 1 unu 2 6auctepa
BMECTE C JIMCTKOM-BKNaJbllieM B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET Tpeboanusm HJL

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by /

Checked by /
[Iposepeno: Pawan Kumar

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

Hara: 29.10.2024

Jlara: 29.10.2024

IMoaroroeneHo: Santosh Kumar
Maurya % ; Amit Kumar A
Reprint Date / Reprint Date / | Reprint Date / !

Jara: 29.10.2024

Bogictprod Gifice: 8-7-327 Rpad No, 3. Baniara Hills, Hvderabad - 500024, Telanzana, India
Tol: 91 40 4000 2900, Fax: +91 40 4800 2999, Email: mailidrreddys.cam

CIi: LB51S5AP1924FLEN0A507

v drieddys.cem

2



Dr. Reddy's Laboratories 1%
Formdiation Unit-6

Do
Dl'. Reddy,s ‘.... Vill. Khol, Nalagarh Read, Baddii,

Distt, Solan, H.P, 173 205, IND}A

CERTIFICATE OF ANALYSIS Tel s +01 88166 56001-C2

CEPTUO®UKAT AHAJIN3A wyww. drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jxcnpece (KeToposak) TabaeTKy, Aucneprupyembie B 0JI0CTH P12, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne 5 V2402131 O6Bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002706691 Date of Analysis / . 9910.2024
AHanuTHYecKHH oTUeT No JlaTa ananu3za
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JlaTra npou3BoACTBA I'onen 1o
Mfg. License No. / . o
[ pousBoacTBennas : MNB/05/263 NI mbers: 4 : SN (004660)S(EIE
Homep PY RU)
Junen3ns Ne
Analysis performed according ND: / Anaan3s nposeaen no HJI: JITI-Ne(004669)-(PT -RU)-190224

Page 8 of 9/ Ctp. 8 uz 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.

* [Ipu BbINycKe JEKAPCTBEHHOro ApenapaTa KOHTPO/IbL KayecTBa Mo nokasareso «MMKpoGHoIornuecKas
YHCTOTA» MPOBOAMTCS A1 Kaxcnoii 20-oii cepuu, WK AJIA OAHOI CepUU B rofl, B 3aBHCUMOCTH OT TOr0, YT0
HACTYNHT paHbILe.

API name / HanmenoBanue APC: Ketorolac tromethamine / Ketoponaka TpoMeTamun
INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRHO007361, ABRH007412
Homep cepun npoussoaureana APC:
FP Manufacturer API Batch number /
Homep cepaH cyOcTaHIMH POU3BOAHTEIA FERA00457, FERA00458
IJio:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IMpousBoputear APC, crpana: I-p Penau'c Jlabopatopuc Jlta., Unans
Name, address, authorization No for FP 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) /
HaumeHnoBaHue, aapec, JHIEH3HS 1IN J-p Penau’c Jlaboparopuc JIta., Muaus, [Ipoussoncreennoe
IMpon3soacTBeHHas nomaaka / Ilnomanka noapazaenenne-6, B Kxons, Hanarapx Poyn, bapmy, Juctpukr
KOHTpOJA KadecTsa / Hllomanka BelmycKa Conan, X.I1., 173205, Uupus (nuuensus Homep MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboanusm HJL 3akuarouenne: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar IIpoBepeno: Pawan Kumar Ono6peno: Menemxep / PykosoauTeb
Maurya @S_ Amit Kumar -
Reprint Date / Reprint Date / Reprint Date / )
Jara: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024
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CIN: L35195AP1935PLCOGA507
www.drreddys.com



Dr. Reddy's Laboratories Lid
Forrulation Jnit-o

@e
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (KeToposak) TaGaeTki, Aucneprupyembie B noaocta pra, 10 mr
Market / Poinok :Russia / Poccns
Batch No / - V2402131 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHu 3600000 Tab
Analytical Repovrt No/ - 040002706691 Date of Analysis / . 99102024
AHamnTuyeckmii oTuer Ne Jlara ananuza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JaTa npou3BojcTBa I'onen go
Mfg. License No. / . .
Ilpon3BoacTBEHHAs : MNB/05/263 MA number: / ' JILI-Ne(004669)-(PT-
Homep PY RU)
Jauuenzus Ne
Analysis performed according ND: / Auanus npoeenen no HJI: JINI-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».

3ak/04eHHe 0 cO0TBeTcTBHM: «HacTosIMM s IOATBEPXKIA0, YTO IPHBEEHHAas BbIIIE HHGOPMAIHs ABJIAETCS
JIOCTOBEPHOHM M TOYHOM. DTa cepHsi NPOMYKLIHMH IPOM3BeAeHA (BKJIIOYAs YNAaKOBKY (MapKHPOBKY) ¥ KOHTPOJIb
KauyecTBa) Ha BHIIIEYKa3aHHOM MNPOU3BOJCTBCHHON IUIOIaAKe (MJIOMAAKax) B MOJHOM COOTBETCTBHH C
TpeGoBaHUAMH [IpaBUi HajIekallell TPOH3BOACTBCHHOM MPaKTHKH EBpasuMiHcKoro 3kOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) u TpeGoBaHUSIMHU KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPE/ICTB,
a TaK)ke€ B COOTBETCTBHMH CO CHEITUGHUKANMIMU, COJIEPKAUTUMHICS B PETUCTPALIMOHHOM J0Che CTPaHBI-UMIIOPTEPa.
3aIucH 110 IPOM3BOCTBY, YIAKOBKE M AHAITH3Y IIPOBEPEHDL, H yCTAaHOBIECHO UX COOTBETCTBHE TpeboBaHuAM [ Ipasui
HaJIe)Xarel MPou3BOJICTBEHHOH IPaKTUKU EBpa3suiCKOro SKOHOMHYECKOTO COHO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [TponykT cooTBeTcTBYeT TpeboBanuam HJI 3akaoyesne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh Kuma [Iporepeno: Pawan Kumar Ono6peHo: Menemxkep / PykoBoauresb
Maurya &‘ 4 Amit Kumar N Y

N £ Mot
Reprint Date / Reprint Date / Reprint Date / v
Hara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024
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