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

CEPTHOHKAT AHAJIM3A

Tel - +91 951 55 56001-02

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

1 Jodluw ov
www.drreadys.com

IIpoayxr: Keropon® Dkenpecc (keToposiak) Tabaerku, JHCIeprapyembie B nooctu pra, 10 mr

 Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne FY2a0aTes O6beM cepui " 3600000 Tab
Analytical Repovrt No/ - 040002809203 Date of Analysis / . 15.02.2025
AHaJMTHYECKHI oTueT No Jlata ananansa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jarta npou3BoacTBa I'onen no
Mifg. License No. / ) .
TpousBoacTBEeHHAS : MNB/05/263 e 5 B Ne(004652)=(FT-

Homep PY RU)

aunenzus Ne

Analysis performed according ND:

/ Ananns nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page10of9/Crp. 1 139

No " "
No Test / Iloka3aTeib Results / Pe3yabTaThl 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. / Kpyrible
side. / Kpyrnble miockue IUTOCKUE TabneTku ¢ (ackol, CBETIIOo-
TabaeTkn ¢ dackoH, CBETIO- JKEJITOro LBeTa ¢ TpaBUMpPOBKOll «!» Ha
YKEJITOTO 1[BeTa C TPaBUPOBKOM OJIHOM CTOPOHE.
«l» Ha 0JHOI CTOpOHE.
2 Identification / UnenTnduxanus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-crexTpbl MOIJIOLIEHHUS
HCMBITYEMOTO pacTBOpa M pacTBOpa
CTaHmapTHOro  ofpaslla  KeTopoJaka
TpOMETaMHHa JOJIKHBI UMEThb
MaKCHMYMBI ITPU OJHOM U TOH ke NIUHE
BOJIHBI (+ 2 HM).

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

[Mpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJI 3akmouenne: OJIOBPE

Prepared by / Checked by / Approved by: Manager/Exgeutive /

IToarororneHo: Sarita [poeepero: Santosh Kumar | Onobpeno: Menemkep / P} KOBO,E[IeleJ‘II;
ﬂ Maurya Abhishek Chauhan L_—

o \=
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 Hara: 15.02.2025 Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe
’ °® Formulation Unit-6
DI'. Reddy S ‘.. Vill. khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  y;ci Solan, H.P, 173 205, INDIA
CEPTUPUKAT AHAJIM3A o1 191 98166 56001-02

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg */W"W-47reaays.com

Ipoayxr: Keropoa® Dxcnpece (keTopoJak) TabieTk, AMCHeprupyeMble B OJ0OCTH pra, 10 mr

Market / Phinox :Russia / Poccus
Batch No / ‘ Batch Quantity / ~ 3600000 tab /
Cepus Ne 3 V2o00KED O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002809203 Date of Analysis / . 15.02.2025
AHamuTHueckHi oruer No JaTa aHajau3za
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
JaTa npon3BoaCTBa I'open o
Mfg. License No. / . .
IlpousBoacTBEHHAS : MNB/05/263 S b g JHNE(ODEC (RIS
Homep PY RU)
anuensus Ne

Analysis performed according ND: / Ananu3s npogenen no HJI: JII-Ne(004669)-(PT-RU)-190224
Page20f 9/ Crp. 2 u3 9

No

No Test / Iloka3zaTenn Results / PeaynabTaThbt 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). / Bpemsa yaepXuUBaHHA
OCHOBHOTO TIIMKa Ha XpoMmaTorpamme
HCTIBITYEMOTO pacTBopa JIOTKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBAHUA
OCHOBHOIO THKa Ha XpoMaTorpaMme
pacTBopa CTaHIAPTHOTO obpasua
KeTopoJiaka  TpoMmeTamuHa  (pasgen
«KonmuecTBeHHOE ONPENETIEHHE).

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

IMpumeyanue: Ilponykr coorBercTBYeT TpeboBanusm HJL 3akJjro4yenne: OI[OBPEﬂIO

Prepared by / Checked by / Approved by: Manager/Efecutive /

[Tonrorosneno: Sarita [Tposepeno: Santosh Kumar | OnobpeHo: Menemxkep / IfykoBoaptens
ﬁ/ Maurya @ Abhishek Chauhan . ?

Reprint Date / Reprint Date / Reprint Date /
JHara: 15.02.2025 Jara: 15.02.2025 Jata: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L851954P1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS it Solan, H.P., 173 205, INDIA

CEPTUO®UKAT AHAJIM3A 1. 151 93166 56001-02

Product : Ketorol Express (ketorol

www.darreadys.com

ac) Orally Disintegrating Tablets 10 mg

Iponykt: Keropoa® Jxcnpecc (keroponak) TaGaeTKH, AHCHEPTHPyeMEIe B I0J0CTH pTa, 10 Mr

Market / Prinok :Russia / Poccust

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepus Ne V2500189 O6bem cepun ' 3600000 Tab

Analytical Repo:‘t No/ . 040002809203 Date of Analysis / . 15.02.2025

AHaJuTHYECKHHA oTyeT Ne JlaTa ananusza

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

JlaTta npon3BoACTBa T'ogeH 10

Mfg. License No. / . .

IIpousBoacTBeHHAs : MNB/05/263 Qi uobery/ . JIEI-N2(004660)-(PT-
Homep PY RU)

Jguuensusa Ne

Analysis performed according ND:

/ Anasus mposeaen no HJ: JITI-Ne(004669)-(PI'-RU)-190224

Page3 of 9/ Cip.3 m39

No

Ne Test / [Toka3zarenb Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpoxcuanuson 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
yIaepKUBaHUS [UKOB
2-0yTUITHAPOKCHAHU3OMA 1%
3-6yTHArMAPOKCHAHH30TA Ha

XpoMaTorpaMme HUCIBITYEMOIO pacTBOpa
JOJOKHBI  COOTBETCTBOBATbH BpPEMEHAM

yIepXKUBaHUS MTHMKOB
2-6yTHUATUAPOKCUAHN301A U
3-OyTHAruApOKCUaHN30M1a Ha

XpoMarorpaMMe pacTBOpa CTaHIapPTHOIO
obpasua 6yTUNrHApOKCHaHn30Ia (pasaen
«CopepxaHue
OYTHUITUIPOKCHAHU30JIAN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Tpoaykt coorBeTcTBYET TpebosaHusM HJI 3ak/l0yenne: OZ(OBPEHd
Prepared by / Checked by / Approved by: Manager/Exegutive /
[lonroroeneno: Sarita IMposepeno: Santosh Kumar | Opo6peHo: Menemkep / Pykoroautes
/(z)/” Maurya R Abhishek Chauhan

s s
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 Hara: 15.02.2025 JHata: 15.02.2025

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

CIN: L.85195AP1984PLCO04507
www.drreddys.com



[ X3
Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS 5ty solan, H.P, 173 205, INDIA

CEPTHOHUKAT AHAJIU3A

Tel: +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxcnpece (keTopoak) Ta6/1eTKH, AHCIEPrupyeMble B MOJ0CTH pTa, 10 Mr

www.drreadys.com

JuueHsus Ne

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne : V20005 O6nem cepnn " 3600000 Tab
Analytical Repovrt No/ . 040002809203 Date of Analysis / . 15.02.2025
AHanuTugecKHit oryet Ne JlaTa anann3za
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JaTa npou3BoacTBa TI'omen no
Mfg. License No. /

_ MA number: / - JITI-Ne(004669)-(PT -
IlpousBoacTBeHHAsE : MNB/05/263 Howmep PY " RU)

Analysis performed according ND: / Ananu3s nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page4of 9/ Crp. 4 n39

1}2 Test / IlokazaTeanb Results / PesyabTaThl Specification / Hopma
3 Average weigh_t / Cpeansis 68.4 mg / 68.4 M 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr 1o 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than += 10 %;
OIHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oonee =+ 10 %;
2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time / 00 min 35 sec / 00 MuH 35 cex Not more than 3 min. / He 6onee 3 mMuH.
Pacnagaemoctn
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. Ci1sHisNO3*CsH 11 NO3 (ketorolac
Snit i fia0n=2 T tromethamine) in 15 min. / He wmenee
Unit-3 / Tabn-3 100 % 75 % (Q) CisH13NO3*C4H 11 NOs
) (xetopoJjaka TpoMeTaMHUH) uyepe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
[pumeuanue: [poaykT coorBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Ekecutive /

Hara: 15.02.2025 Hara: 15.02.2025

IToaroroeneHo: Saritg [Mpoeepeno: Santosh Kumar | Onobpeno: Menemxkep // PykoBoauTess
Q/ Maurya 3 Abhishek Chauhan |
(2
Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
’ Q Formulation Unit-6
Dr’ Reddy S !-. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  pjstt. solan, H.P, 173 205, INDIA
CEPTUPUKAT AHAJIM3A 1o 101 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Ui ey
Ipoaykt: Keropos® Dxenpece (keroposak) Tab/1eTKH, JucieprupyemMble B noJ10cTH pra, 10 mr
Market / Poinok :Russia / Poccus |
Batch No / - V2500189 Batch Quantity / ~ 3600000 tab /
Cepna Ne ' O0Bem cepuu " 3600000 Tab
Analytical Re_povrt No/ - 040002809203 Date of Analysis / - 15.02.2025
AHanuTHYEeCKHH oTUeT No JlaTa anHanmn3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
Hdara npousBoacTBa Tonen po
Mfg. License No. /
IIpousBoaCTBEHHAN : MNB/05/263 Aamumbersy s JILENR(00:659)=(ERE
Homep PY RU)
gunensus Ne
Analysis performed according ND: / Anauus nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
B Page 50f9/Crp. S 139
1}? Test / [TorkazaTeanb Results / Pe3ynbTaThbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpa3syetcs
ONHOpOAHAS CYCMEH3Us, MPOXOMsIIast
CKBO3b CHTO C pasMEpOM OTBEPCTHI
710 MKMm.
7 Impurities / Tlpumech
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He Gonee 0,5 %;
ketorolac: / Huke npenena koan4ecTBEHHOTO
1-rHApOKCHaHaNOr onpeaeneHus ([IKO = 0.0032 %)
KeTOopoaKa
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He Gonee 0,8 %;
1-KeToaHanor KeTopoJiaka
unidentified impurity / 0.02% not more than 0.5 %; / He 6omnee 0,5 %;
e MMHHYHasA
HeuaeHTUGMIPOBaHHAS
NIpUMeECh
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMma IpuMeceit
8 Water content / 21% Not more than 7.0 %. /
CopepkaHMe BOAbI He 6onee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusam HJI 3axmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorornexo: Sarita IIposepeno: Santosh Kumar | Ono6peno: Menemwxkep /[PykosganTens
Q/ Maurya 7] Abhishek Chauhan b’?
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.02.2025 Jlata: 15.02.2025 Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLCO04507
www.drreddys.com



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

CEPTUDPUKAT AHAJIU3A

o
—rC' 191 0915665 56001 -0

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

www.drreadys.com

Ipoaykr: Keropoa® Dxcnpecc (keTopoaak) TabiieTk, JuciepriupyemMble B N0J10cTH pra, 10 mr

Market / PrinOK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepua Ne V2500182 Ob1em cepHH " 3600000 tab
Analytical Report No/ - 040002809203 Date of Analysis / . 15.02.2025
AHAIHTHYECKHH oTYeT Ne JlaTa apaan3za
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JlaTa npoH3BOACTBA T'ogen xo
Mfg. License No. / | MA number: /  JII-Ne(004669)~(PT -
IpounsBoacTBeHHAA : MNB/05/263 :

Homep PY RU)
annenzus Ne

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

Page 6 of 9/ Crp. 6 m3 9

ITpumeuanue: [IpoayKT COOTBETCTBYET Tpebopanuam HJJ

i.? Test / IlokazaTenb Results / Pe3yabTatsl Specification / Hopma

9 Residual solvents / OcTaTo4yHble OPraHN4YecKHe pacTBOPHTE/IN
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab. /
H3zonponaxon 08 mkr B TabneTke He 6Gonee 350 mkr B TabneTke.

10 | Microbiological purity*/ MukpoOuo/oruueckas uncrora*®
Total Aerobic Microbial not more than 103 CFU/g; /

Count / o0i1iee 4HCIO NA He 6onee 103 KOE/T;

a3p0OHBIX MUKPO-

OpraHU3MoB

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

mold count / o0lliee YHCITO NA He 6onee 102 KOE/T;

JOPOXAKEBBIX H IUIECHEBBIX

rpubos

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 I.

11 Uniformity of dosage units / 7.3 Acceptance value (4V) not more than
OnHopoAHOCTh 15.0 Tokasarens npuemieMoctu (A1)
JO03HPOBAHHDBIX CAHMHHUILL nomkeH 6bITh He Oonee 15,0.

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

3akiarouenue: OJOBPE

Prepared by /

ITonrorosneHo: Sarita
£

Checked by /
ITpoeepeHo: Santos! Kumar

Maurya L/

Reprint Date /
Hara: 15.02.2025

Reprint Date /

JHara: 15.02.2025

Approved by: Manager/Exgcutive /
Ono6peno: Menemxkep / PykoBoauTesis
Abhishek Chauhan ( f

Reprint Date /
Jata: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




LX)
Dr.Reddy’s ‘,’o‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIN3A

Tel : +51 58166 5600102

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

WWW.Arreaays.com

IIpoaykr: Keropoa® Ixempecc (keToposiak) TabeTKH, Jucneprapyemble B mojocru pra, 10 mr

Market / Poinok :Russia / Poccust

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepnsa Ne V2500189 O6Bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002809203 Date of Analysis / - 15.02.2025

AnanuTHyecKHii oTyer No Jara anannza

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

Jara nporsBojacTBa T'oxen o

Mfg. License No. / . .

Ipouspogcreennas : MNB/05/263 NI : SN N(V0466)=(R 1
Homep PY RU)

Juuenszus No

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 70f 9/Ctp. 7 u3 9

| 1}? Test / Ilokaszatenb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KonnuyecTBeHHOE 10.0 mg/ 10.0 mr From 90mg to 11.0 mg of
onpeeseHue (99.9 %) Ci5sH13sNO3°C4H;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 Mr C15H13NO3°C4H1 1NO3
(ketoponaka TpomeramuH) (ot 90,0 no
110,0 % oT 3aABJAEHHOr0 KOJHWYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0930 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0930 mr B TabneTke He Menee 0,042 Mr B TabneTke.
OyTHArHAPOKCHAHU30]1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanve ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
onucrepe w3z ([MA/AITID ¢
rmaranornoturenem/TIARTT)
donsru // (TI3/AJT) ¢oasru. Ilo
2 fnucrepa BMeCTE C JIUCTKOM-
BKJIAJIBIILIEM B nauky
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 tabneTox B
onucrepe u3 (TTA/AJI/TID c
srnaronornorurenem/IIOBIT) domeru //
(IT3/AJT) doneru. o 1 unu 2 Gauctepa
RMECTE ¢ MHCTKOM-RKTATRITIEM R TAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoxykT coorBercTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3akjIroyeHue: OIIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: Sarita IIposepeno: Santosh Kumar | Opo6peto: Menemxep / Pykosogurenb
# Maurya Abhishek Chauhan L ?
)
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, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pistt, Solan, H.P.,, 173 205, INDIA

CEPTUPUKAT AHAJIM3A 7ol +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg P R -
Ipoaykr: Keropoa® Dxcnpece (keTopoaak) TableTKH, IHCHPIiHpyemMble B 1010CTH pra, 10 mr
Market / PoiHOK :Russia / Poccus
Batch No / - V2500189 Batch Quantity / : 3600000 tab /
Cepns No O6bem cepun 3600000 Tab
Analytical Repovrt No/ - 040002809203 Date of Analysis / - 15.02.2025
AHanHTHYeCKHH oTyeT No JaTa anann3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
JlaTa npou3soacTBa I'ogen po
Mfg. License No. / . .
IIpousBoACTEeHAAS : MNB/05/263 Minumbers g JIENE(02662)=(Rrs

Homep PY RU)

JuneHzus Ne
Analysis performed according ND: / Anaiu3s nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page8 of 9/ Crp. 8 u3 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 BhINyCKE JIEKAPCTBEHHOT O NMTpeNnapaTa KOHTPO/Ib KauecTBa no nokaszaresmo «MukpoGuosornieckas
YUCTOTA» POBOAMTCS sl Kaxaoii 20-0ii cepuu, MM 1T O1HOMH CEPHH B IO, B 3aBHCHMOCTH OT TOTr0, 4TO

HACTYNMT paHblie.

API name / HanmenoBanue ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Td:

Homep cepun npousBogureas APC: AEELONEES
FP Manufacturer API Batch number /
Homep cepun cy0cTaRIHH MPOH3IBOAMTEIS FERAO00489

API Manufactured by & country /
IIpouzeogurens AD®C, crpana:

Dr. Reddy's Laboratories L.td., India /
H-p Peanu'c Jlabopatopuc JIta., UHana

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

HaumeHoBaHHe, ajipec, THNEH3UA A
ITponssoacTeenHas nuomanaka / Ilnomanxa
KOHTPOJIA KadecTBa / Ilnomaaka 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., Uaaus, [IponssoacTBenHoe
noapaznenenvie-6, Bunn. Kxonk, Hanarapx Poyn, bannu, Juctpukr
Conan, X.I1., 173205, Unaus (uuensus Homep 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/

ITpumeuanue: I[TponykT cooTBeTCTBYET Tpebopanusam HJI

Conclusion : APPROVED /

Prepared by / Checked by / Approved by: Manager/
[MoarotoeneHo: Sarita [Iposepeno: Santosh Kymar | Omobpeno: Menemxkep / fykosoautess
& Maurya 3 Abhishek Chauhan
Lo
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 Jara: 15.02.2025 Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



‘..0 Dr. Reddy's Laboratories Ltd.
y ° . :
Formulation Unit-6
Dr. Reddy S Ne Vill. khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  picit Solan, H.P, 173 205, INDIA
CEPTHOUKAT AHAJTA3A ) S

U Ju

T .
el . TIJL Jod

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg */*/W-0rreadys.com
IIpoaykr: Keropoa® Dxenpece (keToponak) TabjeTKH, AHCIHeprupyemMsble B OJOCTH pra, 10 Mr
‘Market / Poinok :Russia / Poccus
Batch No / - V2500189 Batch Quantity / : 3600000 tab /
 Cepus Ne O0bem cepuH 3600000 Tab
Analytical Repovrt No/ - 040002809203 Date of Analysis / . 15.02.2025
AHamuTHYecKHii oTdeT Ne JaTta ananau3a
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
Jata nponsBoacTBa TI'open no
SesLiceseiNoy | MA number: /  JIII-Ne(004669)~(PT-
IIpousBoxcTBEHHAS : MNB/05/263 :
Homep PY RU)
JaueHsus Ne
Analysis performed according ND: / Ananus nposegen nmo HJI: JII-Ne(004669)-(PT-RU)-190224

Page 9 of 9/ Crp. 9 u3z 9
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».

3axaiouenHe 0 cooTBeTcTBHM: «HacTogimuM s MOATBEPAAI0, YTO MPUBEACHHAS BbIIE HHOOPMALUS ABJISIETCI
JOCTOBEPHOH M TOYHOM. DTa cepus MPOAYKUHHM NpoU3BeicHa (BKIOYAsd YMAaKOBKY (MapKHPOBKY) H KOHTPOJIb
KauecTBa) Ha BBIIEYKA3aHHOW IPOW3BOJCTBEHHOW IDomanke (IUIOMIAJKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanusMy TIpaBu HajIeXkalned TPOM3BOICTBEHHOM NpakTHKU EBpa3suiickoro 3KOHOMHYECKOrO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) u TpeOOBaHUSIMHU KOHTPOJIA KaYECTBA JIEKAPCTBEHHEIX CPE/ICTB,
a TAaKXKe B COOTBETCTBHH CO CIENU(DUKANUIMH, COAEPHALTAMUCS B PETHCTPALIMOHHOM JOCHE CTPAHBI-UMIIOPTEPA.
3anmcH 110 IIPOU3BOICTRY, YIIAKOBKE M aHAIN3Y IPOBEPEHBL, U YCTaHOBJICHO HX COOTBETCTBUE TpebosaHusaM [Ipasui
HaUIeXalrei mpon3BOACTBEHHON TPAaKTUKK EBpazuiickoro 3KOHOMHYECKOIO COK3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipogykt cooTBeTCTBYeET TpeGoBanusam HJL 3akmouenne: OJIOBPENO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Sarita [poeepeno: Santosh Kumar | Ono6peno: Menemkep / Bykosoauresns

Maurya 2 Abhishek Chauhan - /f

g

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

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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