Dr.Reddy’s ‘f

Dr. Reddv's Laboratories Ltd,
Forrnulation Unit-o

R e
Vill, Khol, Nalagarh Road, Eaddl,

CERTIFICATE OF ANALYSIS  picre. solan, FLE, 173 205, INDiA

CEPTUOUKAT AHAJIN3A

S I G EARTHIT &0
S I OGRS SR BV A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxenpece (keropoJiak) TabiieTkH, AUCIeprupyeMble B 10JOCTH pTa, 10 Mr

Market / PbiHOK :Russia / Poccus

Batch No / ; Batch Quantity / 3600000 tab /

Cepus Ne § V2500383 O0bemM cepun " 3600000 Tab

Analytical Repo:‘t No/ . 890001795606 Date of Analysis / . 28.02.2025

AHanuTudecKHil oTyeT Ne JlaTa aHaJH3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027

JlaTa npon3BojacTBa T'open a0

Mfg. License No. / . o

IIpousBoacTBeHHas : MNB/05/263 s number / : P NE(UO400) (P =
Homep PY RU)

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Pagel of 9/Crp.1u39

Results / PesyabTaThl

Specification / Hopma

1;.? Test / IToka3aTenb
1 Descﬁption / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle niockue
TabneTku ¢ ackoii, ceeTO-
KEJITOro LBETa C PaBUPOBKOi
«l» Ha OIHOM CTOpPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrisie
miockue TabneTku ¢ ackoif, CBETNIO-
JKEJITOro IBETa C [PaBUPOBKON «l» Ha
OZIHOM CTOPOHE.

2 Identification / Unentuduxanus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnekTpsl NOTNOILEHUS
HUCOBITYEMOr0  pacTBOpa W pacTBopa
CTaHZapTHOro  ofpasla  KETOopoJaKa
TpoMeTaMHHa JOJDKHBI HMETb
MaKCHMYMBI TIpH OZHOW U TOM e ANNHE
BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykr cooTBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Rama kant

e

Checked by /
TMporepeno: Santosh Kumar
Maurya .

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogutenb

Amit Kumar =
[

Reprint Date / \
Jara: 28.02.2025

Reprint Date /
Hara: 28.02.2025

Reprint Date /
Jara: 28.02.2025

Tel: +91 40 4900 2900, Fax: +91 10 48
CIN: L85135AP1S2IPLLECD4507

Pegistered Office: 2-2-337, Road No, 3, Banjaiz Hills, fvderabad - 500034, Telangana, India

www.drreddys.com

§e¢, Email: mal@drreddys.com




Dr.Reddy’s ":’

Or Reddv's Laboratories Ltd
Formulation

Nt

Unie-56

CERTIFICATE OF ANALYSIS i ¢

CEPTUDPUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| Mpoayxr: Keropon® Dxcnpece (keTopoaax) TaGieTKH, AMcOeprapyemMble B M0J0CTH pTa, 10 Mr

WL LT T e

aLL T

Market / PoiHOK :Russia / Poccus

Batch No / S Batch Quantity / 3600000 tab /

Cepusa Ne V2500333 O0bem cepun " 3600000 Tab

Analytical Repourt No/ . 890001795606 Date of Analysis / . 98.02.2025

AHanurHueckuii oTueT No JlaTa ananuza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

/JlaTa npou3BoACTBA I'onen o

Mfg. License No. / . .

IlpouseoacTBeHHas : MNB/05/263 STA number: / = 0 e(CIAOED) (R
Homep PY RU)

aunenzust Ne

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

Page2of9/Cip.2 39

No
Ne

Test / [loka3zaTennb

Results / PesyabTaTsl

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 ynepXHBaHHs
OCHOBHOTO MHKa Ha XpOMaTorpamme
HCTBITYEMOTO pactBopa JOJDKHO
COOTBETCTBOBATh BPEMEHHU YACPKHUBaHUA
OCHOBHOrO [HKa Ha XpOMaTorpamme
pacTBopa CTAHAAPTHOTO obpasna
KeTopoiiaka  TpoMeTamuHa  (pasnen
«KonuuecTBeHHOE ONPENENCHHED).

Remarks : The Product conforms to ND/
INpumeuanue: [Ipoaykrt cooTBeTcTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3axaouenne: OJIOBPEHO

Prepared by /

IToarorosnerio: Rama kant
i

Checked by /
Ipoeepeno: Santosh Kumar

Maurya '3 @-3

Approved by: Manager/Executive /
Qnobpeno: Menemxkep / Pykopogurens

Amit Kumar L
oo

Reprint Date /
Jara: 28.02.2025

Reprint Date /
Hara: 28.02.2025

Reprint Date/ '

Jara: 28.02.2025

2 - BkF

Ragistered Ofiice: 8-2-337, K

Tel: +81

foad No; 3, Banjar

04300 2500, Fax: +41 40
CIN: LSE185RF1S 104507
wwedrreddys.com

Emzil: mail@drreddys.com
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Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS v 5o/

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

il ichol, Malagarh Road, Baddi,

y, HLBL 173 205, INDIA

CEPTUOPUKAT AHAJIM3A

2 O1 DELHT 5BUU UL

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

WL G ey S . LOTT

Mpoaykr: Ketopoa® Ixcnpecc (keropoaax) Taba1eTKH, AHCHEPrUpyeMble B OJOCTH PTa, 10 mr

Market / PeiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne i 2500509 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 890001795606 Date of Analysis / . 28.02.2025

Anajguruyecknii oTyer Ne Jara anaamusza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara npon3BoACTBa T'open xo

Mfg. License No. / . .

TpomBoacTRenuas . MNB/05/263 MASmumbers,/ y JII-Ne(004669)-(PI-
Homep PY RU)

JuneH3usa Ne

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

Page30of9/Crp.3m39

No

No Test / okazaTenb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneudpoxcuanuzon 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). / BpemeHa
yIEep)KUBAHUS MTHKOB
2-0yTHATUAPOKCHAHU30J1a u
3-06yTUNTUAPOKCHAHU30J1A Ha

XpoMaTorpammMme HCNbITYyEMOro paCTBOpa
HOOJDXKHBI  COOTBETCTBOBATH  BpPEMEHAM

yIaepXKUBaHUA ITHKOB
2-6yTUNrHAPOKCHAHU301A U
3-6yTUNrUAPOKCHAHU301A Ha

XpoMaTorpaMMe pacTBopa CTaHAAPTHOTO
00pd3Ld Oy TMLMAPURCHAHN LI (Pd3ich
«Conepxanue
OYTIITHAPOKCHAHH30JIa»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIpoaykt cootBeTcTBYeT TpebosanusaM HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroTosncHo: Rama,kant IIponcporio: Santosh Kumar | Ono6perro: Menemiep / PykosoauTesis
{ﬁ‘ Maurya @" Amit Kumar S

w5 /\/
Reprint Date / Reprint Date / Reprint Date /
Jlara: 28.02.2025 Jara: 28.02.2025 Jlara: 28.02.2025

Ragistered Office: $-2-337, Road No. 3, Banjaia Hills, Hyderahad -
Tol» +61 40 4906 2900, Fax: +95 40 9a¢, Erail: mai
CIN: L85195AP1984PLCODAS07
www.drreddys.com

500024, Telangana, India

rreddys.com




: @
Dr.Reddy’s ‘_‘.‘

Dr. Reddy's Laboratories Ltq,
Formuliation Unit-o

ill, Kiol, Batazarh Road,
CERTIFICATE OF ANALYSIS  Diori solon, Y

CEPTU®UKAT AHAJIN3A Teil 1 $51 98156 36001

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkcenpece (keTopoiak) Ta6aeTKH, IMCIeprHpyeMble B M0JI0CTH pTa, 10 Mr

VAT WL LT TS ULIN D auT

Market / Poinok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepun Ne V2500333 O61beM cepHH " 3600000 Tab

Analytical Repovrt No/ - 890001795606 Date of Analysis / . 98022025

AHaauTHYeCKHH oTUyeT Ne Jara anaau3za

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JaTta npon3BoacTBa I'ooen go

Mfg. License No. / ; ; o

IIponzBoacTBEeHHAN : MNB/05/263 MA number: / : JILI-Na(004669)-(PT-
Homep PY RU)

auneHsusa Ne

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

Page4 of 9/ Crp.4m39

i.oo Test / [TokazaTens Results / Pe3yabTaThbl Specification / Hopma
3 Average weight / Cpeansis 70.1 mg/70.1 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 / CoOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OQHOPOAHOCTL MACChI 2/20 tablets - not more than + 20 %. /
18/20 Ttabnetok — He OGomee =+ 10 %;
2/20 Tabnerok — He Honee + 20 %.
4 Disintegration time / 00 min 21 sec / 00 Mun 21 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. Ci5sHi3sNO3*C4H [ INO3 (ketorolac
Unit-2/ Ta6n-2 10iIFc tromethamine) in 15 min. / He menee
Unit-3 / Ta6bn-3 102% | 75% Q Ci1sH13NO3+CsH1/NO;3
. (xeToponaka TpoMeTaMuH) 4epe3 15 muH.
Unit-4 / Tabn-4 105 %
Unit-5 / Tabn-5 105 %
Unit-6 / Tabn-6 108 %

Remarks : The Product conforms to ND/
ITpumeyanue: [Tponykt cootsercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
Zaxmouenue: OJIOBPEHO

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

IMTonrotoanero: Rama kant Tporepenn: Santosh Kumar | Qaoobpeno: Menemxep / Pykopoauresb
( E ‘ t}’d\ Maurya & Amit Kumar Rt

Reprint Date / ' Reprint Date / Reprint Date/ '

Jara: 28.02.2025 Hara: 28.02.2025 Jara: 28.02.2025

Registered Office: 8-2-327, Road Na, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91

404900 2800, Fax: +81 49

CiN: L85185APIY

Y2998, Email: mail@drreddys.com
54PLCO04507
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

Vil Khol, Malagarh Road, Baddi,
Distt. Solan, H.P, 172 205, INDIA

CEPTUOUKAT AHAJIM3A o) 00 00008 5600002

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxykt: Keropoa® Dxcnpece (keToposak) TabiieTKH, JHCHEprHpyemMble B OJIOCTH pra, 10 Mr

VWAL OTTEZULY S LU

Market / Poinok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne § V2500333 O61eM cepun " 3600000 Tab

Analytical Repovrt No/ - 890001795606 Date of Analysis / . 98.02.2025

AHaJquTHYecKHH oT4eT Ne JlaTa aHaJIH3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027

JaTa npon3BoicTBa Togen mo

Mfg. License No. / ) .

ITpousBoacTBEHHAS : MNB/05/263 DA numbiers? : SAITENE(00 4060~ (BT~
Homep PY RU)

auneH3ns Ne

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

Page 50f 9/Crip.Su39

|
1}? Test / IlokasaTenn Results / Pe3ynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucoepcHOCTh 710 pm sieve is formed. / Ob6paszyerca
ONHOPOIHAs CYCHEH3Hs, MPOXOAsIas
CKBO3b CHUTO C pPa3MepoM OTBEpCTHA
710 MKM.
7 Impurities / TIpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / ve 6oxee 0,5 %;
ketorolaC: / Huxe npeacia KOJUYECTBEHHOI O
1-rMApOKCHAHATOT onpenenenus (JTKO = 0.0032%)
KeTopoJiaKa
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %;
1-KkeToaHaJor KeTopoJsaka
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
eNUHHYIHAS
HeuAeHTU(PUIMPOBAHHAS
pUMECh
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa npuMecei
8 Water content / 2.7% Not more than 7.0 %. /
CopepaxxanHe Boabl He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanusam HJ

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroronnomno: Rama lcant IMpopeperio: Santogh Kumar | OnobpeHo: Menemxep / Pykoroanrens
‘{d/d\ Maurya é@\ Amit Kumar R
— /\( —
Reprint Date / Reprint Date / Reprint Date/ |
Jara: 28.02.2025 Jlara: 28.02.2025 Jara: 28.02.2025

Registered Office: 8

9_2.227

337, hoad No. 2, Banjara Hills, Hyderabad -

500034, Telangang, India

Tal: 491 40 4900 2900, Fax: 01 40 3909 2989, Enmail: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

Dr. Paddy's Laboratories Ltd.
Formulation Unit-o
Vill, Khol, malagarh Road, Baddi,

L 205, INDIA

CERTIFICATE OF ANALYSIS it oin, pp, 1

CEPTHO®UKAT AHAJIA3A ral - 01 UB166 56001-02

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

VAW CITEGUY S LUl

Mpoaykr: Keropon® Dkenpecc (keroposiak) Tab1eTKH, AUcHeprupyembie B Hojgocts pra, 10 mr

Market / PpIHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne R PEOLEED Oo6beM cepiii " 3600000 Tab

Analytical Repovrt No/ - 890001795606 Date of Analysis / . 28.02.2025

AHanuTHYecKHil oTyeT No JlaTa anajn3za

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTa npousBoacTBA I'open 3o

Mfg. License No. / ) )

ITpousBoaCcTBEHHAS : MNB/05/263 ETAnumEer:d) g ST NE(D04SG)-(BI=
Homep PY RU)

auunenzua Ne

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

Page 6 of 9/ Crp. 6 m3 9

i? Test-/ [lokazaTennb Results / Pe3yabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHu4ecKHe pacTBOPHTESH -
Isopropyl alcohol / 04 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 04 mxr B TabieTke He 6onee 350 mxr B TabieTke.

10 | Microbiological purity*/ Mukxpo6uojornyeckas uncrora*

Total Aerobic Microbial
Count / obliee YHCIIO

not more than 103 CFU/g; /
He 6onee 10° KOE/T;

OaHopoaHocTh
A03NPOBAHHBIX €AHHHIL

NA
a3po6HBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and not more than 10°> CFU/g; /
mold count / ob1tee yucao NA e 6onee 10% KOE/T;
JPOKKEBBIX U [TIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
otrcyrcTBHe B 1 I
11 Uniformity of dosage units / 7.4 Acceptance value (4V) not more than

15.0 llokaszatenb IPUEMAEMOCTU (A V)
JIOIKeH ObiTh He 6onee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBannam HJI

Conclusion : APPROVED /
Sakmwuenune: OJJOBPEHO

Prepared by / Checked by /
[Moaroronnoeio: Rama kant | Ipopeperio: Santosh Kumar

(@u\t 15 Maurya @‘

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

Amit Kumar R
N

Reprint Date / i Reprint Date /
Hara: 28.02.2025 Jara: 28.02.2025

Reprint Date / '
Jara: 28.02.2025

Registered Office: 8-2-337, 1

oad Mo. 3, Banjars Hills, iyderabad - 500034, Telangana, Indin

Tol 401 40 4200 2900, Fax: +81 40 4800 2999, Email: mail@drreddys.com
CIN: LR5105AFI4G84PLCO04507

www.drreddys.com




; ®s
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

viil. Khot, ilalagarh Road, Baddi,
Distt, Solan, H.P., 175 205, INDIA

CEPTU®UKAT AHAJIN3A

e ST s AT A
13, v L UG LUC DUV LT 2

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

ITpoayxr: Keropon® Jxcnpece (KeTopo/ak) TabaeTku, JuCieprupyemMbie B MOJOCTH PTa, 10 mr

Market / PeiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne £ V2500333 O0neM cepun " 3600000 Tab

Analytical Repo:‘t No/ . 890001795606 Date of Analysis / . 28.02.2025

AHanuTH4YecKkHi oTuer Ne JlaTa anHajqu3a

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2027

/laTa npoH3BOACTBA T'open no

Mfg. License No. / . .

ITpou3sBoacTBeHHAS : MNB/05/263 MAsnumper:yi g SIENS(004662)- (FI=
Homep PY RU)

JuneH3us Ne

Analysis performed according ND: / Ananus nposexen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Onucanue ynaxkoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TabneTok B
6mucrepe w3 (ITA/AJI/IID ¢
pnaronorioturenem/[1IBIT)
domnsru // (II3/AJT) donsru. Ilo
2 6amcTepa BMECTE C JIMCTKOM-
BKJIAJIbIIIEM B nauky
KapTOHHYIO.

Page70f9/Crp. 7wz 9
if Test / [lokazaTennb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOE 10.3 mg/ 10.3 Mr From 9.0 mg_ to 11.0 mg of
onpejefieHHe (103.4 %) CisH13NO3*C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
1 1,0 Mr C15H13NO3'C4H11NO3
(xketoponaka TpoMmetamuH) (ot 90,0 mo
110,0 % OT 3asBJIEHHOTO KOJNHWYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.1043 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.1043 mr B TabaeTke He menee 0,042 mr B TabneTke.
Oy THJITMAPOKCHAHHU30J1A
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 Tabnetok B
GaucTepe U3 (ITA/AJI/TID c
piaronornorurenieM/II3BIT)  ¢onbru //
(II2/AJT) doneru. ITo 1 win 2 6nucrepa
BMECTE € JIKCTKOM-BKJIafbIlIEM B MayKy
KapTOHHYIO.

* 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.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

Checked by /
[Mpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens

TToagrorosneHo: Rama kan:u:ﬁh

/

Maurya

@

Amit Kumar

S

Reprint Date /
Jlarta: 28.02.2025

Reprint Date /
Jara: 28.02.2025

Reprint Date / v
Hara: 28.02.2025

Registered Office: §-2-337, Read Mo. 3, Banjara Hilis, Hyderahad - 500034, Telangana, India
Tel- +91 40 4900 2900, Fax: +91 40 1200 2999, Email: mail@dr reddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd,

. X
’ °® Forrulation Unit-6
Dr. Reddy s “. Jill, Khol, Malagerh Road, Baddi,
CERTIFICATE OF ANALYSIS  pictr, solarn, 1.2, 173 205, INDIA
CEPTUPUKAT AHAJIMBA o oo 50000 5500000

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

Ipoaykt: Keropon® Dkcnpecc (keroposiak) Tab/ieTKH, ANCHEPrHpYeMble B 10J10CTH pTa, 10 Mr

Market / PeiHOK :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne 5 V2500333 O6beM cepun " 3600000 Tab

Analytical Repovrt No/ - 890001795606 Date of Analysis / . 98.02.2025

AnanHTHYEeCKHH oTUueT No JlaTa anajamn3za

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JlaTa NpoH3BOACTBA T'onen mo

Mfg. License No. / . .

IlpousBoacTBeHHAN : MNB/05/263 i L gy S QUO00) ¢RI
Homep PY RU)

annen3nsa Ne

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

Page 8 of 9/ Crp. 8 m3 9
* Hp" BbINYCKe JIEKAPCTBEHHOI0 Npenapara KOHTPOJIb Ka4yeCTBa MO NoKa3aTe/io «M"KpOﬁHOJ’IOFH‘IeCKﬂﬂ
YHCTOTa» NMPOBOAUTCHA AJHA Kax/a0i 20-oid CepHH, UJIN NS OJHOM cepu# B 1o, B 3aBUCHMOCTH OT TOro, 4To
HACTYNIUT paHbLLIE.

API name / HaumenoBanue APC: | Ketorolac tromethamine / Keroponaka TpoMeTaMMH
INN / MHH: Ketorolac / Ketoposak

API manufacturer batch number / ABRH008104

Homep cepun npousBoautenas APC:

FP Manufacturer API Batch number /

Homep cepun cy0CTaHIIHH NPOH3BOAUTEIA FERAO00558

rJid:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouzeogurear A®C, crpana: H-p Peanu'c Jlaboparopuc JIta., Muans

Name, address, authorization No for kP 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) /

HaumenoBaHue, agpec, JHIECH3HSA ]IS I-p Peanw’c Jlaboparopuc JIta., Uaaus, [Iponssoacteentoe
IpoussoacTeenHas miomaaka / Iliomaaxa noapasaenenue-6, Bumt. Kxons, Hanarapx Poyn, bapay, Jluctpukr
kouTpn A KauecTra [ TInomanka RrNycKa Conan, X.T1., 173205, Wanua (avnienzus Homep MNB/05/263)

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.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cootBercTBYeT Tpebosanusm HJI 3akmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroropnero: Rama kant IMpooeperio: Santosh Kumar | Onobpeno: Menemxep / PykoBoaurens
Maurya ﬁ? Amit Kumar R
A I

i - N
Reprint Date / Reprint Date / Reprint Date/
Jara: 28.02.2025 Jara: 28.02.2025 JHara: 28.02.2025

Registered Office: $-2-237, Road Ne. 2, Banjara Hills, Hyderabad - 306034, Telangana, India

Tol- +91 20 4900 2900, Fax: +01 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



. Qe
Dr.Reddy’s ‘}'

Dr. Reddy's Laboratories Ltd

Formulation Unit-6
Vil Khot, Malagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pici, 5oan, .2, 173 205, INDIA
CEPTHOHKAT AHAJIM3A rol - 451 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e
Xponykt: Ketopoa® Jkcnpece (KeToposak) TaG/IeTKH, AUCHEPrEpyeMble B MOJOCTH PTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne a V2500535 O0beM cepiH " 3600000 Tab
Analytical Repovrt No/ . 890001795606 Date of Analysis / . 28.02.2025
AHAaTMTHYECKHI 0TUyeT No JlaTa anann3za

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2027

JaTa npou3BoacTBa I'ogen 10

Mifg. License No. / .

IIpon3BoacTBeHHAs : MNB/05/263 ASmEmEer) : ar L (B04009) (RIS

Howmep PY RU)
anneH3usi Ne
Analysis performed according ND: / Anaan3 nposegen nmo HJL: JII-Ne(004669)-(PT-RU)-190224

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

Page 9 of 9/ Ctp. 9 u3 9

compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akar0veHne 0 cooTBeTcTBHH: «HacToAIMM s MOATBEPK/At0, YTO NPHBEICHHAS BBIIE HHPOPMAallHs ABISAETCA
ZOCTOBEpHON ¥ TOYHOW. DTa Cepust MPOMYKIMH NPOU3BEZCHA (BKIIOYas yIAKOBKY (MapKHPOBKY) H KOHTpOJb
KayecTBa) HA BHIIICYKAa3aHHOM IPOM3BOJCTBEHHOM IUIOMAAKe (IUIOMIAKaX) B IOJHOM COOTBETCTBHH C
Tpe6opanuamMu [IpaBui Hajuiexaliel IPOU3BOACTBCHHON NPAKTHKKM EBpasuiickoro SKOHOMUYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeOOBaHUAMH KOHTPOJIS KAY4ECTRBA JICKAPCTBCHHBIX CPENICTB,
a TaKXe B COOTBETCTBHUH CO CIemA(DUKAIUAMY, COACPKALTUMUCA B PETUCTPAIHOHHOM JI0ChE CTPAHBI-UMIIOPTEPA.
3aITHCH 110 TIPOM3BOJICTBY, YITAKOBKE U aHATU3Y IPOBEPEHB], I yCTAHOBIEHO HX COOTBETCTBHE TpeOoBaHMsM [ IpaBui

HaJ[IeXallel MPOU3BOICTBEHHOU NMPAaKTHKK EBpa3suiicKoro 3JKOHOMHYIECKOTO COI03a».

Remarks : The Product conforms to ND/
[Tpumeuanue: [poaykt coorseTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axaouenne: OJJIOBPEHO

Prepared by / Checked by /
IMoxroroenexo: Rama kant

utl”

Maurya g

IpoeepeHo: Santoﬁs;l}iumar

e —

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykosonutesb

Amit Kumar Sharl
/\/ /

Reprint Date /
Hara: 28.02.2025

Reprint Date /
Jara: 28.02.2025

Reprint Date /
Hara: 28.02.2025

-

Registered Office: 8-2-

7, Road No. 3, Banjara Hills, Hyderabad - 500934, Telangana, India

33
Tal- 491 40 4800 2900, Fax: +91 40 1900 2999, Email: mail@drreddy:.com
CIN: L85195AP1984PLCA04507
www.drreddys.com




