Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories LtG.
Fermulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P.,, 173 205, INDIA

CEPTUD®UKAT AHAJIM3A

Tel : +51 96166 56001-02

L

‘Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® dxcnpece (keTopoaak) TabJeTKH, AHCIEprHpyemMbie B Hoyi0cTH pra, 10 mr

UTTeuC o . CUTET

Market / Prinok :Russia / Poccust

Batch No / . Batch Quantity / . 3600000 tab /

Cepusi Ne § V2500210 O6beMm cepun " 3600000 Tab

Analytical Repovrt No/ . 040002809626 Date of Analysis / . 15.02.2025

AnHanuTudeckuii oTuet Ne JlaTa anann3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

JlaTa npousBoacTBa Tonen po

Mfg. License No. / . .

IpounsBoacTBeHHAs : MNB/05/263 MA number: / : JII-Ne(004669)~(PT-
Homep PY RU)

JuneH3ust No

Analysis performed according ND: / Ananns nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page10of9/Crp.1 u39

No : ’
No Test / [loka3aTesnb Results / Pe3ysabTaTh! Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light vellow round flat beveled tablets
tablets with "|"" debossed on one with "|" debossed on one side. / Kpyrisie
side. / Kpyrinble nnockue wiockue Tabnerku ¢ (ackod, CBETIO-
TabyeTku ¢ $packoi, cBeTIIO- XEJITOTO IBeTa C TpaBUpPOBKOHM «l» Ha
EITOro LBETAa C rPaBUPOBKOH OJHO# CTOPOHE.
«l» Ha oIHOH CTOpPOHE.
2 Identification / MaenTuduxanus

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-crexkTpbl NOMIOLIECHUA
UCTILITYEMOTO  pacTBOpa W pacTBOpa
cTaHpapTHOro  obpasua  KeToposaka
TpOMeTaMHHa JOJDKHBI UMETh
MaKCHMYMbl TIpH OJTHOH M TOH Xe JMHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: ITpomyxt cootBeTcTBYET TpeboBanuam HJJ 3ak/ro4eHHne: O_)I_OBPEI_—ﬂO
Prepared by / Checked by / Approved by: Manager/Exgcutive /
[MoaroroeneHo: Sarita IMposepeno: Santosh Kumar | Ono6pero: Menemxkep / Pyxosoawrens

Maurya @ Abhishek Chauhan /l

Z -

Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 Hara: 15.02.2025 Hara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +81 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN: L851954P1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q';':'.

CERTIFICATE OF ANALYSIS

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

Yill. Kho!, Nalegarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUOUKAT AHAJW3A

_ ., N L
el +51 55160 5o001-C2

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Dxenpece (keTopoiak) TabaeTKH, AHCIEPrupyemble B MOJI0CTH pra, 10 Mr

CALATOE IR A Y Ern =i

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2200010 O6nem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002809626 Date of Analysis / . 15.02.2025

AHasaTHdecKHil oTyeT No Jara ananza

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026
JlaTa npoH3BOACTBA T'open no

Mfg. License No. / . o

IlpousBoacTBenHast : MNB/05/263 Mt numbers/ : L (OUAGGZIRCELS

Homep PY RU)
Jaunenszusa Ne

Analysis performed according ND:

/ Ananns nposeaen no HA: JITI-Ne(004669)-(PT-RU)-190224

Page20of 9/Crp.2 u3 9

No

N Test / [loka3zaTenan

Results / Pe3ynabTaTsl

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). / BpeMms ynepKuBaHHA
OCHOBHOrO TMHKa Ha XpoMaTorpamme
HCIBITYEMOTO pacTBOpa IOJIKHO
COOTBETCTBORaTh BPEMEHH YAEPKUBaHUs
OCHOBHOIO TMUKa Ha XpoMaTorpamme
pactBopa CTaHIapTHOTO obpa3na
KeToponaka  TpoMeTamMMHa  (pasnen
«KonnuecTBeHHOE ONpENIeNICHUE).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTseTcTBYET Tpebopanuam HJL 3akaryenue: OI[OBPE]{&O
Prepared by / Checked by / Approved by: Manager/ EI" ecutive /
[MoarotorneHo: Sarita [TpoBepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBogurens

& Maurya 7 Abhishek Chauhan /

g

Reprint Date / Reprint Date / Reprint Date /
Hata. 15.02.2025 Hata: 15.02.2025 JaTa: 15.02.2025

Registered Office: §-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@direddys.com

CIN: L85195A4P1934PLCO0CAS07
WwWw.Grreadys.com




Dr.Reddy’s Q3¢

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

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNCiA

CEPTHOUKAT AHAJIN3A

; o i i 0T

— LA poe s O
el . 291 20100 sy
T

WAVE A IR o e

Ipoaykr: Keropon® Dkcnpecc (keTopoaak) TabsieTKH, AMCIeprupyemble B 10J10CTH pra, 10 Mr

Market / Pbinok :Russia / Poccus _

Batch No / - V2500210 Batch Quantity / : 3600000 tab /

Cepus Ne O0Bbem cepHH 3600000 Tab

Analytical Repourt No/ . 040002809626 Date of Analysis / . 15.02.2025

AHajirTHYecKHH oTUeT No JlaTa aHaJH3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

JdaTa npon3BoicTBa I'onen no

Mfg. License No. / . o

IIpousBoacTBeHHAs : MNB/05/263 AR, numberi  SLIR(004652)3 (=
Homep PY RU)

aunensus Ne

Analysis performed according ND: / Ananns nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 139

o
|

Test / [lokaszaTeanb

Results / PesynbTaTsi

Specification / Hopma

Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudopoxcuanuzon 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
YAEpXKUBAHUS TTHKOB
2-0yTUNTUIPOKCHAHU30J1a u
3-0yTUNTUAPOKCHAHHU301a Ha

XpOMaTorpaMme HCIBITYeMOr0 pacTBOpa

JOJKHBl ~ COOTBETCTBOBATb ~ BPEMEHaM
yAepKUBAHHSA TIHKOB
2-0y TUNrHAPOKCHAHU30JIa U
3-0yTWITHAPOKCHAHU30]1a Ha

XpOMaTorpaMMe pacTBopa CTaHAAPTHOIO
o0pasua OyTHITHAPOKCHaHH30M1a (pasien
«Conepxanue
OYTHITHIPOKCUAHU30JIA).

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

ITpumeuanue: [Tponykt cootBeTcTBYeT TpeboBanusam HL Bakaoyenne: OJJOBPEH) )

Prepared by / Checked by / Approved by: Mauage:‘fEx{tutiv}?

[Tonroroeneno: Sarita [Mposepeno: Santosh Kumar | Ono6peno: Menemxep / PikopojuTeb
% Maurya \ﬁ, Abhishek Chauhan =

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Jara: 15.02.2025 Hara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjala Hiils, Hyderabad - 500034, Telangang, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mall@drreddys.com

CIN: L85195AP1334PLCO0A507
WWwW.Crreaays.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Sotan, H.P., 173 205, INDIA

CEPTUO®UKAT AHAJIM3A

eyl LG Qe Ces RENGG NG
11, Tl 2000 ouuva ve

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Ixenpece (keroposak) Tabiaerku, AHCHieprapyemMbie B HOJOCTH pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne 290000 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002809626 Date of Analysis / - 15.02.2025

AHaJIHnTHYECKHH oTYeT Ne JlaTra aHanu3za

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

JaTa npousBojcTBa T'onen o

Mifg. License No. / . .

IIpousBoacTBeHHAs : MNB/05/263 ST mumber/ g SIA((UA062) Rl
Homep PY RU)

Juuen3us No

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

Page4of 9/Crp. 4 39

i.:) Test / [lokasaTennb Results / Pe3yabTaTbl Specification / Hopma
3 | Average weight / Cpexnsisi 68.7 mg / 68.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr o 72,8 mr (70,0 Mr + 4,0 %).
Complies / CoOoTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHopoaHOCTHL Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oonee =+ 10 %;
2/20 Tabnerox — He 6onee + 20 %.
4 Disintegration time / 00 min 27 sec / 00 MuH 27 cek Not more than 3 min. / He bosiee 3 MuH.
Pacnagaemocthb
5 Dissolution / PacTBopeHue Unit-1 / Ta6-1 101 % Not less than 75% (Q) of
. C15H;3NO3C4H NO;3 (ketorolac
Unit-2 / Tabn-2 DI tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97 % 75 % Q C15H13NO3*C4H1NOs
. (keToposaka TpOMeTaMHUH) yepes 15 MuH.
Unit-4 / Ta6n-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabu-6 102 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpogykT cooTBeTcTBYET TpeboBaHuam HJI 3akaouenue: OI[OBPEI‘iO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosaeHo: Sarit [Tpoeepeno: Santosh Kumar | Ogo6peno: Menemxep / PlykoBogHTEh
% Maurya { Abhishek Chauhan L
Reprint Date / Reprint Date / Reprint Date /
Jlara: 15.02.2025 Jlata: 15.02 2025 JlaTa: 1502 2075

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com

CIN: L85195AP1934PLCO0AS0Y
www.Grreadys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIN3A

R R ST o ¥ a R el o wP e Y S I A
1210 F21 D0ollu svuu v

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jkcnpece (keTopoJak) TabieTk, JHcHeprapyemMbie B M0/10C¢TH pra, 10 mr

TWW. OTTeuays.nuit:

Market / Puinok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne i V2500210 O6nem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002809626 Date of Analysis / . 15.02.2025

AHamATHYEeCKHH oTUeT No JlaTa anaansza

Date of Manufacture / - 01/2025 Date of Expiry/ - 12/2026

JaTa npousBoJcTBa I'ogen go

Mfg. License No. / . o

IIpon3BoacTBeHHAS : MNB/05/263 I pumbers g S OR(UE000)SCRI
Homep PY RU)

Jamedsnst Ne

Analysis performed according ND: / Anaaus nposeaes mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.Sn39

i;) Test / [lokazaTenn Results / PesyabTaTbl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 um sieve is formed. / O6pasyertcs
ONHOpOAHAs CYCMEeH3Us, TpOXOAsLIas
CKBO3b CHTO C pPa3MEpOM OTBEpCTHi
710 MKM.
7 Impurities / [Ipumecu
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / ne 6onee 0,5 %;
ketorolac: / Huxe npenena oGHapyxenusa (110
1-ruppokcuaHanor =0.0010 %)
KeTopolaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %o;
1-keToaHanor KETOpoJaKa
unidentified impurity / 0.02% not more than 0.5 %; / e 6onee 0,5 %;
eAMHMYHas
HeueHTUDUIIMPOBAHHAS
NpUMeECh
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
cyMMa npuMecei
8 Water content / 21% Not more than 7 0 % /
CoaepaaHne BObI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: TIpoaykT cooTBeTcTBYET Tpeboranusm HJI

Conclusion : APPROVED /
3akaoueHue: OI[OBPEHd)

Prepared by / Checked by / Approved by: Manager/Exegutive /
[Toaroroenexo: Sarita [Tposepeno: Santosh Kumar | Opgo6peno: Menemxep / Py nb
& Maurya @ Abhishek Chauhan
AR
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 Hara: 15.02.2025 Jlara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tol: 01 40 4000 2900, Fax: +@1 40 4300 2999, Email: mal@drraddys.com

CIN: L85195AP1934PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, iNDiA

CEPTUDUKAT AHAJIM3A

Tei: +31 581606 56001-C2

A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (KeTopoiak) TabJIeTKH, JUCIeprupyemMble B moaoctu pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / - 3600000 tab /

Cepus Ne : V2500210 O6bem cepun " 3600000 Tab

Analytical Repo‘f‘t No/ - 040002809626 Date of Analysis / . 15.02.2025

AHaauTHYeCKHIH oTyeT No Jlara anaam3za

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

JlaTa npoun3BoacTBa Toxen no

Mfg. License No. / ) o

ITpoussoacTBenHan : MNB/05/263 NI It ;. JIL-Ne(004669)-(PT-
Homep PY RU)

Jauuen3zus Ne

Analysis performed according ND: / Anauns nposeaes no HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 6of 9/ Crp. 6 m13 9

?i.? Test / [lokazaTean Results / Pe3yabTaThbl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHHiecKHe PacTBOPHTEIH R
Isopropyl alcohol / 03 pg/tab/ Not more than 350 pg/tab. /
U3omnponaHon 03 Mkr B TabneTke He 6onee 350 mxr B TabneTke.

10 Microbiological purity*/ Mukpo6uosornyeckas HucToTa*

Total Aerobic Microbial

not more than 10* CFU/g; /

OaHopoaHoCTh
JA03UPOBAHHBIX eAHHHIL

Count / obliee qucio NA He 6onee 103 KOE/r;
a3p0oOHBIX MHKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10*> CFU/g; /
mold count / o6uee yucno NA He 6onee 10> KOE/T;
JIPOXOKEBBIX H IUIECHEBBIX
rpudoB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 2.6 Acceptance value (4V) not more than

15.0 Tlokasareib npuemMneMocTH (A1)
JoKeH ObITh He Gonee 15,0.

Remarks ; The Product conforms to ND/
[Mpumeuanue: [Tpoaykt coorBeTcTBYeT TpedoBanuaM HJI

Conclusion : APPROVED /,
Sakmouenne: OJJOEPEH

Prepared by / Checked by /
IMoarorosneno: Sarita

Maurya @—

ITpoeepeno: Santosh Kumar

Opobpeno: Menemxkep / PyfkoBomuk

Approved by: Manager/Exegutive /
b
Abhishek Chauhan /:d

Reprint Date /
Hara: 15.02.2025

Reprint Date /
Hara: 15.02.2025

Reprint Date /
JlaTta- 15 02 2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4907 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195A4P19834PLC0O04507

www.drreddys.

com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khe!, Natagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIN3A

Tel: +91 €8166 56001-02

ani rlepaclds s fomyr

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dkcnpecc (keTopo.iak) Ta6J1eTKH, IHCHEPrEpyeMble B 010CTH pTa, 10 Mr

‘Market / Phinok :Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /

Cepusi Ne £l YOl O6nbem cepun " 3600000 Tab

Analytical Repourt No/ . 040002809626 Date of Analysis / . 15.02.2025

AHamuTnueckHii oTyer Ne JaTa ananau3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JdaTa opousBolcTBa T'open g0

Mfg. License No. / . .

IIpouzBoacTBeHHan : MNB/05/263 Slinumbers : JIII-Ne(004669)-(PT-
Homep PY RU)

JHueH3Ha Ne

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

Page70f9/Crp. 7 u39

No

Test / [Moka3aresan
No

Results / Pe3yabTaThl

Specification / Hopma

12 Assay / KosinuecTBeHHOe
onpeaeseHne

9.9 mg/9.9 Mr
(99.2 %)

From  9.0mg to 11.0 mg of
Ci5H3NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 Mr CisHi3NO3+C4H 11 NO;
(xetoponaka TpomeramuH) (ot 90,0 no
110,0 % oOT 3asBICHHOIO KONMUYecTBa) B
TabneTke.

13 Butylhydroxyanisole
content / Conpepxanue
OyTWITHAPOKCHAHH30/1a

0.0942 mg/tab /
0.0942 mr B TabneTke

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

14 | Package description /
OnuncaHle yNnakoBKH

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. / Tlo 10 rabnerox B
Gaucrepe u3z ([TA/AJVIID ¢
Biaronornotutenem/I19BIT)
¢donsru // (II3/AJI) poneru. Io
2 GnucTepa BMECTE C JTUCTKOM-
BKJA/IbIILIEM B rayKy
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. / Ilo 10 TabneTox B
oancrepe n3 (ITA/AJITID c
pinaromornorureneM/IIOBI1) ¢onsru //
(II13/AJT) doneru. o 1 uiu 2 dnucrepa
BMECTE C JIMCTKOM-BKJIaJbillleM B Iauky
KapTOHHYIO.

Remarks : The Product conforms to ND/

ITprmeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusam HJJ

Conclusion : APPROY /
Jakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Bxecutive /

[Moarororneno: Sarita IMposepeno: Santosh Kumar | OnobpeHo: Menemxep / yko?fﬂﬁnenb
ﬂ/ Maurya % Abhishek Chauhan V

Reprint Date / Reprint Date / Reprint Date /

Hata: 15.02.2025 JHara: 15.02.2025 Hara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1934PLCO04507
www.drreddys.com



Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUO®HUKAT AHAJIU3A

Tel: +91 63166 =5001-02

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

Iponaykt: Keropoa® Dxenpecc (keToposiak) TaGaeTKH, AHCIEPrHPYeMEIe B I0J10CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne V2500210 O06bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002809626 Date of Analysis / - 15.02.2025

AHaurHuecKHii oTyeT Ne JlaTa ananmnsa

Date of Manufacture / . 01/2025 Date of Expiry/ - 12/2026

JaTa mpou3BoacTBa I'onen oo

Mfg. License No. / . .

IlponsBoacTBeHHAS : MNB/05/263 MA number: / : JILI-Ne(004669)~(P1-
Homep PY RU)

aunensus Ne

Analysis performed according ND: / Ananus nposegen nmo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page8of 9/ Crp. 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 BLINYCKe JIEKAPCTBEHHOrO MpenapaTa KOHTPOJIb KauecTBa Mo nokasaTelo «Mukpobuosiornieckas
YHCTOTAa» NPOBORUTCS JA Kaxaoi 20-0i cepuu, HIH AJ1s1 OHOI cEPHMH B O/, B 3aBUCHMOCTH OT TOIO, 4TO

HAaCTYNHUT pPaHblLIE.

API name / Haumenosanue ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

"INN / MHH:

Ketorolac / Keroponakx

API manufacturer batch number /

TJI®:

Homep cepuu npoussoautens A®C: P
FP Manufacturer API Batch number /
Homep cepun cy6cTaRIMH NPOH3BOAHTEIS FERA00489

API Manufactured by & country /
IIpouzeopurean ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Peanu'c Jlaboparopuc Jlta., Uuaus

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

HaumenoBaHue, aapec, JHHEH3HA AJIA
ITpouseoacreennas miromaaka / Ilnomanka
KOHTpoJs KadecTBa / Ilmomwaaka Beinycka

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 Pennu’c Jlaboparopuc JIta., Unnus, Hpoussoacreennoe
noppasnenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, Juctpukt
Conan, X.J1., 173205, Uuausa (nuuensus nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

[Tpumeuanue: [IpoaykTt cooTBeTcTByeT TpeboBanusam HJI

3akaouenue: O,Z[OBPI)Hqg

Prepared by /

IToaroroeieHo: Sarita lg/

Checked by /
Ipoeepeno: Santosh Kumar

Maurya @7

Approved by: Manager/Exetutive /
OnobpeHo: Menemkep / PykoBoauyesib
Abhishek Chauhan ' }\3

Reprint Date /
Jara: 15.02.2025

Reprint Date /

Hara: 15.02.2025

Reprint Date /
Hata: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telarigana, india

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drraddys.com
CIN: L85195AP1934PLCO04507
www.drreddys.com



" i Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
DI'. Reddy S g Vill. Kho!, Nalagarh Road, Badtli,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, iINCIA
CEPTUDOUKAT AHAJIN3A Tel : +31 58166 56001-02

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

MpoaykT: Keropon® Dxenpece (keToposak) TabaeTkH, AHCHePrHpyemMbie B MOJOCTH pTa, 10 Mr

Market / Peinox :Russia / Poccus

Batch No / _ Batch Quantity / - 3600000 tab /

Cepna Ne V2500210 O0BemM cepuH " 3600000 Tab

Analytical Repovrt No/ - 040002809626 Date of Analysis / . 15.02.2025

AHanuTHYECKHH oTyeT No JaTa aHaJM3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

JlaTa npoH3BOACTBA I'onen a0

Mfg. License No. / . .

IIpou3BOACTBEHHAS - MNB/05/263 MA number: / : JIII-Ne(004669)-(PT -
Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / Anauu3 nposeien no HJL: JITI-Ne(004669)-(PT-RU)-190224
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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».

3aKJII09eHHe 0 cO0TBeTcTBHM: «HacTosmmM s IOATBEPXKAAi0, YTO MPHBEICHHAS BBIIIE HHPOPMAIIHS SBISETCA
JOCTOBEPHOM ¥ TOYHOM. DTa CepHst NPOAYKIHH NPOH3BeleHa (BKJIiOYas YIakKOBKY (MapKHpPOBKY) M KOHTpOJb
Ka4ecTBd) Ha BBINICYKA3aHHOW IIPOM3BOACTBEHHOW IUIoNIafKke (IUIONIAZKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanusaMH IIpaBun HajuIexaniei IpOM3BOACTBEHHOH NMpaKTHKH EBpasuicKoro 3KOHOMHYECKOTO coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) u TpeOOBaHUSIMH KOHTPOJIS KAYECTBA IEKAPCTBEHHEBIX CPENICTB,
a Tax)Ke B COOTBETCTBHH CO CIEHH(DHUKAIMIMH, COMIEPHAIUMUCS B PETHCTPAIIHOHHOM JIOChE CTPAHBI-MMIIOPTEPA.
3anucH [0 NPOM3BOJICTRY, YIAKOBKE M aHAIK3Y IIPOBEPEHBL, U YCTAaHOBIIEHO UX COOTBETCTBHE TpeOOBaHUAM IIpaBui
HaJJIeXXallel IporH3BOJICTBEHHON MPaKTUKU EBpazuiickoro 5KOHOMHYECKOTO COK3a».

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

ITpumeuanue: Ipoaykr cooTBeTcTBYEeT TpeboBanusam HJ| Saxnaouenne: OJOBPEHO |

Prepared by / Checked by / Approved by: Manager/Executjve /

TloarororneHo: Sarita / I[Tposepeno: Santosh Kumar | Ogobpeno: Menemkep / Pyko o;:uf%zm,
)2// Maurya gy Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jlata: 15.02.2025 Jlata- 15 02 2025 Jlata: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, indig
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195A4P1934PLCO04A507
www.Grreddys.com



