Dr.Reddy’s Q_‘:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [.td,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDHKAT AHAJIN3A

www.drreddys.com

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

Ipoaykr: Keropoa” Dxenpece (keroposax) tadaerky, AWcneprapyemsie B MOJ0OCTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne e O6Bem cephu " 3600000 Tab
Analytical Repourt No/ . 040002757927 Date of Analysis / . 19.12.2024
AnanuTnyeckui oTyer Ne Hata anannsa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jata npoussoacrsa Togen j1o |
Mfg. License No. / . T Nb =
IIponssoacTeeHnas : MNB/05/263 MA number: / } JIIE-Ne(004669)-(PT-
Homep PY RU)
_aHnensus Ne

Analysis performed according ND:

/ Ananns nposexen no HII: JITI-Ne(004669)-(PT-RU)-190224

Pagelof 9/ Crp.1 39

No

N Test / [Toxa3aTenn

Results / PesynbTaThl

Specification / Hopma

1 Description / OnucaHne

2 | Identification /_l/lueu'l'anu_l(Taﬁhu

Light yellow round flat beveled
tablets with "|'" debossed on one
side. / Kpyrmeie niockue

tabnetku ¢ hackoM, ceeTio-
KEJITOro 1BETa C FPaBUPOBKOH
«» Ha OIHOH CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrisie
mnockue Tabnetkd ¢ ackoit, cBemo-
AENTOro LBEeTa C rpasHpPOBKOH «I» Ra
ORHOH CTOpOHE.

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / V®-cnexTpsl HOTIOILEHHSA
ACTIBITYEMOTO pacTBopa M pacTBopa
crangaptHoro  ofpasia  KeTopojaka
TpOMETaMHHa HOJDKHB HUMETh
MakCHMYMBI TIpH ORHOW U TOH Xe INInHe
BOJIHBI (& 2 HM).

Remarles ¢ Tho Product conformo to MDY/

IMpumeuanne: [Ipogykt cooTBeTCTBYET Tpebosaumsm HIT

Coneclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroenexo: Santosh Kumar [Ipoeepero: Pawan Kumar Ono6peHo: Menewxkep / Pykbsoanrens
Maurya g@ ’,{L____ _ Pavan Kumar Sharma -_I.:"‘::_;-_—..;_,‘;
Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Jara: 19.12.2024 Jlata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndia
Tet: +31 40 4300 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.direddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product ; Ketorol Express (ketox-'blac) Orally Disintegrating Tablets 10 mg
Opoaykr: Keropoa® Bxenpece (keroposak) Tabaerk, Ancneprapyemsle B NOJOCTH pTa, 10 mr

Market / Pe1soK :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepua Ne N O6bem cepur " 3600000 Tab

Analytical Repo“rt No/ . 040002757927 Date of Analysis / . 197122024

AHagMTH9eCKHH oTaeT Ne JlaTa aHanM3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa npoH3BOACTBA I'ogen mo

Mifg. License No. / ]

IIpoussoacTBCHHAA : MNB/05/263 MA pumber: / ! U VR L
Homep PY RU)

JHnensna Ne

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

Page2of 9/ Cip. 2 139

[ No

N Test / ITokazaTens

Results / PesynbTaTn!

Specification / Hopma

Complié_s_ / 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 ynepxuBauus
OCHOBHOTO [MKa Ha XpoMaTorpamMme
UCIBITYEMOTO pacTBopa HOKHO
COOTBETCTBOBATH BPEMEHH YIEPXUBaHUA
OCHOBHOIO IIMKa Ha XpoMaTorpamme
pacTBopa CTaHmApPTHOTO o6pasua
KeTopoNlaka  TpoMeTamuHa  (paspen
«KOIUUECTBEHHOE OMPE/IEIIEHHED).

Remarks : The Produet conforms to ND/

[Mpumeqanue: [Ipoaykr coorseTcTBYeT Tpebosanusm HII

Conclusion : APPROVED /

Zaxnwdenne: OJOBPEHO

Prepared by /
Toaroroeneno: Santosh Kumar

Maurya @

Checked by /
IMpoeepeno: Pawan Kumar

e e

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBonTe
Pavan Kumar Sharma pa

Reprint Date /
JHara: 19.12.2024

Reprint Date /
Jata: 19.12.2024

Reprint Date /

Hara: 19.12.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@drreddys.com
CIN: LB5195AP1584PLC00O4597

www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-5

Viil. Khol, Nalagarh Road, Baddl,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIA3A

www.drreddys.com

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

Ipoaykr: Ketopoa® Dxcnpecc (keTopoJiak) Tab1eTKH, IMCNEprupyemble B 00J0CTH PTa, 10 mr

| Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepus Ne | VAT O6nem ceplin * 3600000 Tab
Analytical Repoz’t No/ . 040002757927 Date of Analysis / . 19.12.2024
AHanuTHyecKnH oTyeT No Hara ananusa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
Jata npon3BoacTBa I'ogen no
Mfg, License No. / -
TIpon3BOACTBEHHAS : MNB/05/263 A TR GIFE : JIIL-2¥e(004669)-(PL-

Homep PY RU)

JuneHsua Ne

Analysis performed according ND:

/ Anasnz nposenen 1o HJI: JII-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 3 9

No
Ne

Test / ITokazaTens

* Butylhydroxyanisole / i
Bymunzudpokcuanuzon

Results / PesynnTtaTel

Complies / COO_’l-'-B_eTCTByeT

Specification / Hopma
r | The retention  times of  2-
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
YAEpXKHUBAHNS [THKOB
2-6yTUNruapOKCHAHKU301a u
3-6yTHnruIpoKcHaHu30a Ha

XpoMarorpaMMme HCIIBITYEMOTO pacTBOpa

JOJDKHBl  COOTBETCTBOBAaTh BpEMEHaM
YIOEPKUBAHHA MHKOB
2-6yTHIrMIpOKCHAHU30J1a H
3-6yTHATMIPOKCHAHHU30J1a Ha

XpOMaTOrpaMMe PacTBOpa CTaHAAPTHOIO
o6paza SyTHITHIPOKCHAHW30NA (pa3zen
«CognepaKaHHe
6yTHATHAPOKCHaHU30MaY).

Remarles : Tho Product conformos to ND/

Ipumeuanue: [ponykt cootetcTBYeT Tpebosanmnam HJI

Conolucion 1 APPROVED /
3axkmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh Kumar Iposepeno: Pawan Kumar Ono6peno: Menemxep / Pykopommresns
Maurya ’%)‘Z——- Pavan Kumar Sharma i

Reprint Date / Reprint Date / | Reprint Date /

Jata: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIA3A

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Sxcnpece (Reroposak) Tabiaerky, AHCHEprapyeMble B IOJXOCTH PTa, 10 mr

| Market / PoiHOK :Russia / Poccus
Batch No / ] Batch Quantity / ~ 3600000 tab /
Cepua Ne #Y240262 O6BeM cepiin " 3600000 Tab
Analytical Repo:’t No/ - 040002757927 Date of Analysis / . 19.12.2024
AHanuTuyecknii oryer Ne [ara ananusa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JaTta npon3BOACTBA Ionen 1o :
Mfg. License No. / ) o
TlpouseoacTEEHNAn : MNB/05/263 MA number: / i JIMI-Ne(004669)-(PT -

Homep PY RU)

aunenzus Ne

_Analysis performed according ND: / Auain3 nposejies no HI; JII-Ne(004669)-(PT-RU)-190224

Page40f9/Crp.4m3 9

PacnapaemMocTh

iﬁo Test / [lokasaTenb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeanas 69.6 mg / 69.6 Mr 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 %;
OXHOPOOHOCTH MacChl 2/20 tablets - not more than = 20 %. /
1R/70 Tafnetnk — we Annee + 10 %;
2/20 TabneTox — He Gonee £ 20 %.
4 Disintegration time / 00 min 42 sec / 00 MuH 42 cex Not more than 3 min. / He 6onee 3 MuH.

5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 101% | Not less than 75% (Q) of
R . Ci5H13NO3*CsH; 1NO‘3 (ketorolac
DUED Tines 97 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 95 % 75 % (Q Ci15H13NO3°C4H11NO3
Unit4 | Tabod 06 % (keTopoJaka TPOMETaMKH) Hepe3 15 MuH.
nit- abn o
Unit-5 / Ta6bn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
[pumeuanue: [IpoaykT coorBeTcTBYET TpeGoBanusm HJJ

Conclusion : APPROVED /
Zaxmwuaenne: OJJOBPEHO

Prepared by / Checked by /
ToarorosneHo: Santosh Kuma IlpoBepeno: Pawan Kumar
Vs @

‘| Approved by: Manager/Executive /
Ono6pero: Menemkep / PykoBoauTes
Pavan Kumar Sharma

Reprint Date /

Reprint Date /
Jara: 19.12.2024 Jara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +97. 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.direddys.com




Dr.Reddy’s q.‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpecc (keToponak) Tabnerk, AHCHEPrHpYeMbie B noaocTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepnn Ne IR E O6bem cepun " 3600000 Tab

Analytical Rep03‘t No/ . 040002757927 Date of Analysis / . 19.12.2024 ‘_‘

AHamuTHyeckuit oTyer Ne Jlata anangnsa .

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JaTa npoun3BoacTea T'omen no

Mfg. License No. / i N _(PT

IIpon3BoacTBeHHas! : MNB/05/263 Wik o1 i AL~
Homep PY RU)

JHneH3Hs Ne e

Analysis performed according ND: / Ananus nposencn mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.5m3 9

JucnepcHocTh

I;: | Test / [lokasaTens Results / PeaynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 pm sieve is formed. / Obpasyercs

OOHOpPOAHAA CYCNEH3HsA, MNpPOXOAAIas
CKBO3L CHMTO C pa3MepoM OTBEpPCTHIt
710 MKM.

7 Impurities / IIpimecH

1-hydroxy analog of
ketorolac: /
1-rHApoKCHaHanor

Below LOQ (LOQ = 0.0032 %) /
Huke npenea konU4CCTBCHHOTO
onpenenenus (TIKO = 0.0032 %)

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

KeToponaKa
1-keto analog of ketorolac / 0.06% not more than 0.8 %; / He Gonee 0,8 %;
1-xeToaHaIOr XKeTOpoJiaka
unidentified impurity / not more than 0.5 %; / ne 6onee 0,5 %;
€IMHUYHas
HeHJeHTH(HUMPOBaHHAA 0.04%
npUMech
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
cyMMa npuMeceH
3 Water content / 2.0% Not more than 7.0 %. /
Copepkanue BOABI He Gonee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuane: [lpoaykr coorsercTByer Tpebosanuam HJI 3axmiouenne: OJOBPEHO
‘Prepared by / Checked by / Approved by: Managet/Executive /

TTogrotosnero: Santosh KUH]'[I’
Maurya

IIpoBepeno: Pawan Kumar

£

Opnobpeno: Menemkep / PykOBOAATES D

Pavan Kumar Sharma _ e
[ _.-r-rf'

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLC004507

www.drreddys.com




- Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIA3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcnpece (keTopoax) Tabierky, AHCHEPrUpyeMblie B MOJIOCTH PT4, 10 mr o

Market / Poitox :Russia / Poccus

Batch No / b Batch Quantity / ~ 3600000 tab /

Cepus Ne TVIRRD O6BeM cepun " 3600000 Tab

Analytical Repourt Neo /. . 040002757927 Date of Analysis / . 19.12.2024

AHainuTH4uecKHH 01yeT No Jara ananuiza

Date of Manufacture / . 11/2024 D‘ate of Expiry / . 10/2026

JlaTa npon3BOACTBA Togen go

Mfg. License No. / . o

ITpouseoacTBeHHan : MNB/05/263 UL IO R Y ; AL GG
Homep PY RU)

aHnen3ng Ne :

Analysis performed accordingTD: / Auanus nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page 60of 9/ Cip. 6 u3 9

i:] Test / IToxalaTenb Results / PesyabTaTel Specification / Hopma
9 | Residual solvents / OcTa'_ri);n;w_opraHuqeclcue PACTBOPHUTEIH
Isopropyl alcohol / 05 pg/tab / Not more than 350 pg/tab. / T
Uszorponanon 05 mkr B Tabnetke He 6oiee 350 Mkr B TabreTke.
10 | Microbiological purity*/ Mukpo6uonornueckas yncrora* )
Total Aerobic Microbial not more than 10° CFU/g; /
Count / obIee YuciIo NA He B6onee 10° KOE/r;
a3po6HBIX MUKpO-
OpraHH3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / obiee yncao NA He 6onee 10° KOE/T;
LPOMOKEBBIX M TUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
; OTCYTCTBHE B L I.
11 Uniformity of desage units / 53 Acceptance value (A¥) not more than
OaHOpOAHOCTDL 15.0 Tlokasatens npuemneMocti (AF)
JU3HPOBAHHBIX € IMHHL uuiLked Oblib He Guiee 15,0,

Remarks - The Prodnet eonfarms tn NTY
ITpumeuanue: IIpopykT coorsercTyeT Tpebopanmam HI -

Canelusion ; APPROVED /
3aknwueane: OJJOBPEHO

Prepared by /
TTonrorosnedo: Santosh Kumar

Maurya

Checked by /
IIposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: MeHemkep / PyropoanTeis
Pavan Kumar Sharma

=

Reprint Date /
Hara: 19.12.2024

Reprint Date /'
Jara: 19.12.2024

Reprint Date /
JTara: 19.12.2024

Registered Office: 8-2-337, Road No. 2, Banjzra Hills, Hyderabad - 500034, Telangana, India

Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLCOO4507
www.direddys.com




Dr. Reddy's Laboratories |tq._
Formulation Unit-6

e
Dr. ReddY’S ‘;’ Vill. Khol, Nalagarh Road, Baddj,

: 2 Distt. Solan, H.P., 173 205, !NDIA
CERTIFICATE OF ANALYSIS o o 4

CEPTH®UKAT AHAJIHA3A wardr dredEie S

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayrr: Keropoa® Sxenpece (Keroposar) TabueTkH, AHCHEPIHPYEMbIE B MOJIOCTH pra, 10 mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab /
Cepua Ne L o O6reM cepin " 3600000 Tab
Analytical Repovrt No / . 040002757927 Date of Analysis / . 19.12.2024
AnamuTHuecKAH oTyeT No JaTa ananmza

Date of Manufacture / . 11/2024 ; Date of Expiry / - 10/2026
Jara npon3sojcrea Tonpen 1o

Mfg. License No. / '

IDpousBogcTBeHNAN : MNB/05/263 MA number: / ¢ JII-Ne(004669)~(PT-

Howmep PY RU)

JHKen3ua Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
Page 70of 9/ Crp. 713 9

‘1:.? Test / IToka3zarens Results / PesynapTaTh! Specification / Hopma
12 Assay / KonnuecrBeHHOE 9.9 mg/ 99 mr From 90mg to 11.0 mg of
onpeaeseHHue (98.9 %) CisH3NO3*C4H |1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr go
11,0 MP C1sHi3NO3¢C4H 1 1NO;3
(ketoponaxa TpomeramuH) (ot 90,0 mo
110,0 % oT 3aABNEHHOrO KOJHYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0969 mg/tab / Not less than 0,042 mg/tab. /
content / CopnepxaHue 0.0969 Mr B TabneTke He menee 0,042 Mr B TabneTke.
6y THIrNApOKCHAHH30/12
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnHcaHne ynakoBKH (PA/AL/PE ’ with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 tabnetox B
information leaflet in a carton | Onncrepe U3 (TTA/AJUTID c.
pack. / ITo 10 Tabnerox B | Biaromormorurenem/IIOBIT) ¢onsru //
Gaucrepe us ([TA/ATUTID ¢ | (IIS/AJD) doasru. Ilo 1 win 2 bancrepa
piaronoraoturenem/I12BIT) BMECTE C JIUCTKOM-BKJIaZbIIEM B NayKy
tdonern // (TI3/AJI) donbru. Mo | KapTOHHYIO.
2 6rnucTepa BMECTE C JIMCTKOM-
BKJIAABILIEM B navyKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: IpogykT cOOTBETCTBYeT TpeGOBaHMAM HI 3armouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: Santosh Kumar ITposepeno: Pawan Kumar Opobpeno: Menemxkep / PykoBOAHTEIb
Maurya @_ A Pavan Kumar Sharma s
| . o
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.12.2024 Jara: 19.12.2024 . Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CEPTH®UKAT AHAJIMA3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =
Mpoayxr: Keropoa® Dxenpece (keroponax) Tabaerku, Ancneprapyemble B N0JI0CTH PTa, 10 mr |
Market / Prinox :Russja / Poccua |
Batch No / ] Batch Quantity / ~ 3600000 tab /
Cepus Ne AL O6bem cepun " 3600000 Tab
. Analytical Repourt No/ . 040002757927 Date of Analysis / . 19.12.2024
AHaguTHYecKHil oTueT Ne Hara aHann3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
| JaTa npoH3BoACcTBa T'ogen go
Mifg. License No. /
IIponzpoacTeenHAan : MNB/05/263 MA number: / y, JII-Ne(004669)~(PT-
Homep PY RU)
Junensust Ne
Analysis performed according ND: / Ananus nposesen mo HII: JII-Ne(004669)-(PI-RU)-190224

Page 8 of 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.

* TIpu BbIMYCKE JIEKAPCTBEHHOIO [IPeNapaTa KOHTPOIbL Ka4eCTBA MO NoKa3aTe/ i «MukpoOnosioruyeckas
YHCTOTAY» MPOBORUTCS AnA KaxuoH 20-0if cepHM, HIIH A5 OAHON CEpPHH B rOA, B 3aBHCHMOCTH OT TOr'0, TO

HACTYNUT paHbLUe.

API name / Haumenosanne A®C:

Ketorolac tromethamine / Keroponaka TpoMeTaMUH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun cyGcTaHuMH NPOH3BOAUTEIS
LJi®:

Howmep cepun npoussopurenst AQC: ABRH007646
FP Manufacturer API Batch number /
FERA00478

API Manufactured by & country /
ITpouseogutens ADC, cTpana:

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

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

HaumeHoBanue, agpec, THUEH3HSA A1
MponssoacTBenHan naomanka / Ilnomanka
KOHTpOAs KadecTBa / [l1omagka 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) /

Ji-p Peyin’c JlaSoparopue JIta., Hupua, [Ipon3BoacTBEHHOS
noapasaenetne-6, Bunn. Kxons, Hanarapx Poyax, bagau, JIncrpukt
Conan, X.I1., 173205, Uunus (nauensus somep 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/

IIpumeuanue: ITpoaykt coorBeTcTByer Tpeboranusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoaroroenexo: Santosh Kumar
Maurya Z%

Checked by /
ITposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauTens

} Povan Kumar Sharma I i
P --#—‘_,_ — e

i

Reprint Date /
Jara: 19.12.2024

Reprint Date / -
Jara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

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: maii@drreddys.com

CIM: L85195AP1984PLC004507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTH3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i
Hponykr: Keropon® dxenpece (ketoponak) Tabaerks, AHCHeprapyempie B M0JJOCTH PTa, 10 mr
Market / Poinox :Russia / Poccus
Batch No / _ Batch Quantity / _ 3600000 tab /
Cepus Ne : ks O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002757927 Date of Analysis / . 19.12.2024
AnanuTHYeckHif oTueT Ne JlaTa anaauia
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jdara npoH3BOACTBA TI"ogen 1o
Mfg. License No. / . o _
ITponsBoscTBeNHAs : MNB/05/263 MA number: / : JII-No(004669)-(PT-

Homep PY RU)

JHueH3ug Ne
Analysis performed according ND: / Anaaus nposejen mo HIL: JIT-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».

JaK/I0YeHHe 0 cOOTBeTcTBMH: «HacTOSIuM s TOATREPKAAIO, YTO NPHBEACHHAS BhIllle MHQOPMAIIHs SBIIACTCH
[OCTOBEpHOH ¥ TOUHOM. DTa cepus TMPOJYKIMH NMpou3BefcHa (BKMOYAd yMAKOBKY (MapKHpOBKYy) H KOHTpOIb
KauecTBa) Ha BHIIEYKA3aHHOM IIPOM3BOACTBEHHOM ILIOmMajKe (mnoljajnkax) B TOJHOM COOTBETCTBHA C
TpeGoBanuaME [IpaBuil HaUleXalnei TPOM3BONCTBEHBOM NPAaKTHKH EBpasMACKOro S5KOHOMHHYECKOTO COrO3a (Ne
GMP/EAEU/RU/00554-2022 o1 02 centsi6ps 2022) u TpeboBaHUAMH KOHTPOJIA Ka4€CTBA ICKAPCTBEHHEIX CPECTB,
a Taxe B COOTBETCTBHH CO CIeHH(HKALMIMY, CONESPKAIMMMHUCS B PETHCTPAIIAOHHOM JOCHE CTPAHBI-HMIIOPTEpA.
3ammcH N0 MPOU3BOACTRY, YIAKOBKE M aHAJIA3Y IIPOBEPEHBL, H YCTAHOBJICHO HX COOTBETCTBHE tpeboanuam Ilpasun
HaIJIeKAIEH MPOU3BOACTBEHHOM ITpakTHkK EBpasuiickoro 3KOHOMHYECKOTO COKO3a).

Remarks : The Product conforms to ND/
[Mpumeyanue: [Tpoaykr cooteercTRyeT Tpeboranuam HI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / _ Checked by /
Tloarorosieno: Santosh Kumar

Maurya @ ’,5* =

ITposepeno: Pawan Kumar

Approved by: Manager/Executive /
Qnobpeno: Menemicep / 'Pyxgaomnenb
Pavan Kumar Sharma '

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Harta: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +491 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCD04507
www.drreddys.com




