Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CEPTH®UKAT AHAJIU3A

Tel : +91 98166 56001-07
www.drieddys.coim

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

Iponykr: Ketopoa® Jxenpece (keTopoaak) TabeTKH, AHCNePrupyeMble B M0J10CTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne * V2300853 O0nem cepun 3600000 Tab

Analytical Repovrt No/ - 040002923969 Date of Analysis / . 10.05.2025

Ananurnyeckuii oryet Ne JlaTa ananusa

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

Jarta npoun3BoacTBa I'ogen no

Mifg. License No. / . .

ITpousBoacTBEHHAs : MNB/05/263 N numueE: / j 2o OOAORRER
Homep PY RU)

aunenzus Ne

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

Pagel of 9/Crp.1u39

tablets with "|" debossed on one
side. / Kpyrisle niiockue
Tabnerku ¢ ¢dackoii, ceeTIIO-
AKEJITOTO LBETa C FpaBUpOBKO
«» Ha OIHO CTOPOHE.

i‘? Test / [lokazaTeab Results / Pe3yabTaTthl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrabie
niaockue TabJeTKH ¢ ¢ackoif, CBerio-
JKENITOro 1BeTa C IpaBUPOBKON «l» Ha
OJIHOM CTOpPOHE.

2 Identification / UnenTudukanus

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 NOTIOLLEHUS
HCMBITYEMOTO pacTBOpa M pacTeopa
CTAHAApPTHOrO  oOpaslla  KeTopoyaka
TpOMeTaMHHA OJDKHBI HUMETh
MaKCUMYMbI NPU OJHOM W TOH ke IMHE
BOJIHEI (L 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: Iponykt cooTBeTCTBYET TpeboranusM HJI

Conc

lusion: APPROVED /

3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Hxecutive /

Iloarotosneno: Ramakant Ipoeepeno: Pardeep Kumar | Ongobpeno: Menemxep / PykoBoauTesns
Abhishek Chauhan

Reprint Date / . Reprint Date / Reprint Date /

Hara: 10.05.2025 Hara: 10.05.2025 Hara: 10.05.2025

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

Tal ;401 02166 5600102

www.drieddys.com

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

Ipoaykr: Keropon® Jkcnpecc (keToposiak) TadaeTkn, JucneprapyemMble B NoJocTd pra, 10 mr

Market / Prinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne + V2500863 O6nbem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002923969 Date of Analysis / . 10.05.2025
AHanurHuecknii oryer Ne JlaTa aHaan3a
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
Jdara npon3BoacTBa I'ogen go
Mfg. License No. /

) MA number: / . JITI-Ne(004669)-(PT -
IIpoussoacTBennan : MNB/05/263 Homep PY " RU)

Juuensus No

Analysis performed according ND:

/ Anasnu3 nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page2 of 9/C1p. 2139

No |

Test / Moxaszarenn
No

Results / PesyabTaTsl

Specification / Hopma

Complies / CooTBCTCTBYCT

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 yaepxuBaHUs
OCHOBHOTO TIHKa Ha XpoMarorpaMme
HCIIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH YIEPKHUBaHUS
OCHOBHOrO [MUKa Ha XpoMaTorpaMmme
pacTBopa CTaHAApPTHOTO oGpazua
KeTopoJlaka  TpoMmeTamuHa  (paszen
«KonuuecTBEHHOE OMpeneseHue).

Remarks: The Product conforms to ND/

IIpumeuanue: [poaykT cooTBeTCTRYET TpeboBanusm HJT

Conclusion: APPROVED /
3axmwuenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

Bt

Checked by /
IIposepeno: Pardeep Kumar

el

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBomiTens
Abhishek Chauhan

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ‘,’o

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CEPTU®UKAT AHAJIU3A

Tal » 101 Q2166 EENNT1.07
oL T L DL CT SCUV UL

WWW.Arreaays.cuim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropoa® Dkcnpece (keTopoaak) TabaeTKH, AHCIeprHpyeMble B H0J10CTH pTa, 10 Mr

Market / Peinok :Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne e O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002923969 Date of Analysis / - 10.05.2025

AnaguTHYeCKHH oTyeT No JlaTa anaan3za

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JlaTta npon3BoacTBa I'ogen a0

Mfg. License No. /

IpoussoacTBeHHAS : MNB/05/263 RN numb e : Ll WL
Homep PY RU)

JHneH3Hsa Ne

Analysis performed according ND: / Auanu3 nposeagen mo H/: JIII-Ne(004669)-(PI'-RU)-190224

Page30f9/Crp.3u3 9

No

No Test / MokazaTenn

Results / Pe3yabraTh!

Specification / Hopma

Butylhydroxyanisole /
Bymunzudporcuanuzon

Complies / CooTBeTcTBYET

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). / BpemeHna
yaepKUBaHUA NUKOB
2-6y TWIrMApOKCHAaHU30J1a U
3-6y TUArMOpOKCHAHH30J1a Ha
XpOMarorpaMme HCHBITYEMOro pacTBopa
JOJ/DKHBI ~ COOTBETCTBOBAaTH  BPEMEHaM
ynep>KUBaHHA IIHKOB
2-Gy I MAPOKCHAH NSO P
3-GyTWITHIPOKCHAHH301Ta Ha

XpoMaTtorpaMme pacTBOpa CTaHAAPTHOTO
obpasua 6yTunruapokcranusona (pasaen
«CognepxaHue
OYTUITHIPOKCHAHH301a»).

Remarks: The Product conforms to ND/
IIpumeuanue: IIpoaykr coorseTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
Zaxmwouenune: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

e

Checked by /
IIporepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoauTe s
Abhishek Chauhan

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Hara: 10.05.2025

Reprint Date / 1
Jara: 10.05.2025

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: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIN3A

Tel : +91 98166 56001-N2
www.drieddys.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dxcnpecc (keToposak) Ta61eTKH, AHCHEpPrHpyeMble B M0JocTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne L0sD Oonem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002923969 Date of Analysis / . 10.05.2025

AHanuTHdecKHil oTyeT No JlaTa ananusa

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npoun3BoacTBa T'omen no

Mfg. License No. / ) Y

IIpousBoacTBenHas : MNB/05/263 gUUAgnUIcKH : S (00465%)-(RE=

Homep PY RU)

_aHnensus Ne

Analysis performed according ND: / Anasu3 nposenen no HJI: JIII-Ne(004669)-(PI"-RU)-190224

Page4 of 9/Crp. 4u39

Results / Pe3yabTaThbl

Specification / Hopma

69.8 mg / 69.8 mr

Complies / CooTBeTCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Or 67,2 mr ao 72,8 mr (70,0 mr + 4,0 %).

18/20 tablets - not more than + 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonee = 10 %;
2/20 Tabnetok — He Oonee + 20 %.

00 min 27 sec / 00 MuH 27 cek

Not more than 3 min. / He 6ojiee 3 MuH.

No Test / [lokasaTenn
Ne
3 Average weight / Cpeansis
Macca
Uniformity of weight /
OaHopoAHOCTL Maccehl
4 Disintegration time /
Pacnagaemocts
5 Dissolution / PacTBopeHue

Unit-1/ Tabn-1 102 %
Unit-2 / Tabn-2 101 %
Unit-3 / Tabn-3 102 %
Unit-4 / Tabn-4 97%
Unit-5 / Tabx-5 99%
Unit-6 / Tabn-6 99 %

Not less than 75% (Q) of
C1sH13NO3°C4H 1NOs (ketorolac
tromethamine) in 15 min. / He meHee
75 9/0 (Q) C15H13NO3'C4H11N03
(keToposaka TpoMeTaMuH) yepe3 15 MuH.

Remarks: The Product conforms to ND/
Ilpumeuanue: [IpogykT coorBeTcTBYeT TpeboBaHusam HJT

Conclusion: APPROVED /
3axmarouenne: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Rkl

Checked by /
[Tpoeepeno: Pardeep Kumar

<

Approved by: Manager/Fxecutive /
Ono6peno: Menemkep //PykosoauTens
Abhishek Chauhan '

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

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
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Dr.Reddy’s "5.‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

Tel : +91 98165 56001-02

wWw.drredays.co

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

IIponykt: Keropon® Dkenpecce (keTopoaax) Taéinerkn, AncneprupyeMble B MoJ0CTH pra, 10 Mr i

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne VeI O6nem cepun " 3600000 Tab

Analytical RepOft No/ - 040002923969 Date of Analysis / - 10.05.2025

AHanuTHYecKHH oTyer Ne Jarta aHannza

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

JlaTa mpon3BoacTBa I'ogen xo

Mifg. License No. / . .

ITpounsBoacTBennas : MNB/05/263 LA DU EE: e LI (004662)-(FT=
Homep PY RU)

Jauenzusa Ne

_Analysis performed according ND: / Ananns nposeaen no HJL: JIII-Ne(004669)-(PT-RU)-190224

PageSof 9/Crp.5n39

Results / Pe3yabTaThbl

Specification / Hopma

e Test / IlokaszaTtenn
Ne
6 Particle size distribution /

JAucnepcHocTh

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / OG6pa3zyercs
ONHOPONHAs CYCHEH3Us, NpOXonAmas
CKBO3b CHTO C Ppa3MEpOM OTBEPCTHIA
710 MKM.

7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuananor
KeTopoJiaka

1-keto analog of ketorolac /
1-xeToaHanor keTopoaka

Below LOQ (LOQ = 0.0032 %)
/ Hrxe npenena
KOJIM4ECTBEHHOIO ONpeAeeHHA
(TIKO = 0.0032%)

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

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

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

Cogepaxxanne BOabI

unidentified impurity / 0.03%
eIUHUY Has
HeuaeHTUGUUMpoBaHHAS
[IPUMECH 0.01%
total impurities / 0.0483% not more than 1.0 %. / ne 6osee 1,0 %.
CyMMa npumeceit
8 Water content / 2.7% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/

ITpumedanue: IlpoaykT cooTBeTcTRBYET Tpeboranuam HJT

Conclusion: APPROVED /
3aknwuenue: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /
Iloarorosnexo: Ranmka:ij Ipoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBojuTens
[ _ Abhishek Chauhan f
./%W\ 8] OL'C =
Reprint Date / ‘ Reprint Date / Reprint Date /
Hara: 10.05.2025 Jata: 10.05.2025 Jara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CEPTUOPUKAT AHAJIM3A

N e Tl ek A R IR
PG TIYL ZOLLU QUvv L o

www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropoa® Jkcnpece (keToposak) TabJaeTKn, AHCHePrupyeMble B M0JI0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccns
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne i M2500860 O6bemM cepuH " 3600000 Tab
Analytical Repovrt No/ - 040002923969 Date of Analysis / . 10.05.2025
AHaTMTHYECKHH oTyeT Ne JlaTa anaau3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npon3BoacTBa Togen no
Mfg. License No. /

) MA number: / ~ JITI-Ne(004669)-(PT'-
IIpouseoacTBeHHast : MNB/05/263 Homep PY " RU)

Janen3usa Ne

Analysis performed according ND: / Anaau3s nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Ctp. 6 u3 9

i‘? Test / [lokasaTenn Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHUYeCKHe pacTBOPUTENH
Isopropyl alcohol / 3 pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 3 MKr B TabneTke He 6osiee 350 MKT B Tabnerke.

10 Microbiological purity*/ MukpoGuosioruyeckas yucrora*

Total Aerobic Microbial
Count / ob1ee uncio

not more than 103 CFU/g; /
He 6oaee 10° KOE/r;

OaHopoaHoCTh
A03UPOBAHHBIX €IHHHIL

NA
a3’pOOHBIX MHKPO-
OpraHH3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o01liee YHCITO NA He 6onee 10° KOE/r;
IPOMOKEBBIX U MIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 35 Acceptance value (4¥7) not more than

15.0 Ilokasarens npuemneMocTH (AV)
JOJIKeH ObITh He Gonee 15,0.

Remarks: The Product conforms to ND/

[Ipumeuanue: ITponykr cooTBeTcTBYET TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarorosieno: Ramakant

B

Checked by /
Iporepeno: Pardeep Kumar

=l —

Approved by: ManageifExecutive /
Onobpeno: Menemwxep|/ PykoBoautens
Abhishek Chavhan |/ f

(=

Reprint Date /
Jara: 10.05.2025

Reprint Date /
Jlata: 10.05.2025

Reprint Date /
Jlara: 10.05.2025

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: L85195AP1984PLC004507

www.drreddys.com
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® Dr. Reddy's Laboratories Ltd.
> e Iati TR
9 @ Formulation Unit-6
DI’. Reddy S ‘ .. Vill. Khol, Nalagarh Road, Baddi,
: Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS S e =
CEPTU®UKAT AHAJIN3A R e S e

WWW.AIreddys.Ccofri

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keroposn® Dxenpece (keroposiak) TabieTKH, ANCHePripyeMble B M10J10¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccusa

Batch No / _ Batch Quantity / 3600000 tab /

Cepns Ne £ V2500863 O6bem cepun ~ 3600000 Tab

Analytical Repovrt No/ - 040002923969 Date of Analysis / . 10.05.2025

AHanuTHYeckuii oTyeT No JlaTa ananusza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTta nmponsBoacTBa I'open xo

Mfg. License No. / . .

IlpousBoacTBeHHas1 : MNB/05/263 REavaumberic) : el U e iy
Homep PY RU)

Jannensus Ne

Analysis performed according ND: / Anaaus nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
Page 70f9/Crp. 7n3 9

1
i.oo Test / IlokazaTennb Results / Pe3yasTaThl Specification / Hopma
12 Assay / Kosimueci1BeHHue 10.1 mg / 10.1 mr From  Y.Umg to 11.0mg of
onpejeseHue (100.6 %) CisHi3NO3+C4H 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
1 1,0 Mr C15H13NO3'C4H1 1NO3
(ketopornaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asABIEHHOTr0 KOJMYEeCTBA) B
TabneTkKe.
13 Butylhydroxyanisole 0.0953 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0.0953 mr B TabneTke He menee 0,042 Mr B TabneTke.
OyTHIITMAPOKCHAHM30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne 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. / ITo 10 TabneTok B
mtormation leatlet in a carton | bnucrepe n3 (HA/AJ3 ¢
pack. / Tlo 10 Tabnetox B | Bnaromornorurenem/II3BIT) doabrn //
6nmucrepe w3 (MMA/AJUTID ¢ | (IID/AJT) domsru. Ilo 1 unu 2 Gnucrepa
Bnaronoraorutenem/[13BIT) BMECTE C JINCTKOM-BKJIaJbILLEM B [AYKy
donsrn // (IID/AJT) onbru. Ilo | xapTOHHYIO.
2 6nucrepa BMecTe C JIHCTKOM-
BKJIA[IbILIEM B HayKy
KapTOHHYIO.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanue: IIpoaykt cooTBeTcTBYET TpeOoBaHMsIM H]I 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Ramakant ITposepeno: Pardeep Kumar | Omo6peno: Menemxkep'/ PykoBoaurens
Abhishek Chauhan
B of o )
Reprint Date / Reprint Date / Reprint Date / '
Hara: 10.05.2025 Hara: 10.05.2025 JHata: 10.05.2025

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: L85195AP1984PLC004507
www.drreddys.com



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

- Q%
Dl’. Reddy S .. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS . . A
CEPTHO®UKAT AHAJIM3A Tel ;. +91 98+66 56001-02
e = WwWW. Arredays.Cort
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkcnpece (keropoaak) Ta6jeTKH, AHCHEPrHPYeMble B MOJIOCTH pTa, 10 Mr
Market / Poidok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne | M2J006es O6bem cepun ~ 3600000 Tab
Analytical Repourt No/ - 040002923969 Date of Analysis / . 10.05.2025
| AHAJTHTHYECKHIi 0TYeT Ne JlaTa aHanu3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTa npou3BoacTBa I'ogen go
Mfg. License No. / . o
IIpoussoacTBeHHas : MNB/05/263 A eTey/ y, STEN(00466)=(EN:
Homep PY RU)
aHmeH3usa No
Analysis performed according ND: / Ananns nposenen no HI: JII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 M3 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.
* [IpH BLILYCKC JICKAPCTBCUILIONO HPCUAPATA KOI'TPOJIL KAYUCCTDA Mo noKalaTes o «Mukpoduoiorntieckan

YHUCTOTA» NPOBOAUTCS AJIs1 Kaxmoi 20-oii CepuUH, Win AJsl oaHoil CEepHH B Irojl, B 3aBUCHMOCTH OT TOI'0, MTO
HACTYNUT paHbLIE.

API name / Haumenopasue A®PC: Ketorolac tromethamine / Ketoponaka rpomeTaMuH

INN / MHH: Ketorolac / Ketoposnak
API manufacturer batch number / ABRH009746
Howmep cepun npoussogutensa ADC:
FP Manufacturer API Batch number /
HomMep cepnn cy6cTaHIHH NPOH3BOJHTEA FESA00033
TJId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpon3sogutenas ADPC, crpaHa: H-p Pengu'c Jlabopartopuc JIta., Uuaus
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) /
HaumeHoBanHe, agpec, JHIEH3HA I H-p Penau’c Jlabopatopuc Jlta., Unaus, IlpoussoacTeeHHoe
IIpousBoacTBeHHas niaomanka / Ilnomanka noapaszaenenue-6, Bumn. Kxons, Hanarapx Poyn, banau, uctpukr
KOHTPOoJIsI KayecTsa / Ilnomaaka BeimycKa Conan, X .II., 173205, Uuaus (muuensus 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/ Conclusion: APPROVED /
IMpumeuanue: [lpoaykr cootBercTBYeT TpeboaHusam HJJ 3axawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: ManagerfExecutive /

IToarorosneno: Ramakan IIposepeno: Pardeep Kumar | Omobpeno: Menemiep)) PykoBoauteins

{
Q&w\@ ol Abhishek Chauhan

A}

Reprint Date / Reprint Date / Reprint Date /
Hara: 10.05.2025 Hara: 10.05.2025 Hara: 10.05.2025

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: LR5195AP1984PLC004507
www.drreddys.com




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

@e
Dl'. Reddy,s '.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS

CEPTU®UKAT ADAJIM3A el :+91 981665600102
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
IIpoaykr: Keropoa® Dkcnpecc (keTopoiak) TabsieTKu, AMCHEprupyemble B 0J10CTH pTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne P V200805 O0nem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002923969 Date of Analysis / . 10.05.2025
AHaauTHYecKHil oTueT Ne JaTa ananuza
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npon3BoacTBa TI'ogen oo
Mfg. License No. / . .
IIpousBoaCTBEHHAS : MNB/05/263 BLASMUTETy y JITENE(00:4609)=(Ri

Homep PY RU)

JIMIEeH3Hs Ne [
Analysis performed according ND: / Auayms nposexen mo HJI; 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».

3akJIIovenne 0 cOOTBeTCcTBHH: «HacTosmmM s MOATBEPXK/IAi0, YTO NMPHUBEACHHAs BbIIe HHGOPMALIHS SBISETCS
JIOCTOBEpHOW W TOYHOH. DTa cepusl NMPOAYKIMH MpPOM3BeNeHA (BKIIOYAs YIaKoBKY (MapKHpOBKY) M KOHTDOJIb
KauecTBa) Ha BBIIIEYKAa3aHHOW IPOU3BOJACTBEHHOH IUIOIMIAJke (IUIOIMAJKaXx) B IIOJIHOM COOTBETCTBHH C
tpeboBanusamu [lpaBun Haiexareif MPOU3BOICTBEHHON MPaKTHKH EBpazuiickoro 3koHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 TpeOOBaHUAMH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPENICTB,
a TaxXKe B COOTBETCTBHH CO CIENHU(UKANUIMHU, COIEPKAIMUMHUCSI B PETHCTPALAOHHOM JIOChE CTPAHBI-UMIIOPTEDA.
3amucH 1o IpOU3BOJICTBY, YIIAKOBKE U aHATIM3Y IIPOBEPEHB], H YCTAHOBJIEHO HX COOTBETCTBUE TpeboBaHUaM IIpasui
HaJJeXaliel Npou3BOICTBEHHON MPakTUKH EBpa3suiickoro 3KOHOMHYECKOTO COK03ay.

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

ITpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusm HJ 3axmouenne: OJOBPEHO

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

IToarorosnexo: Ramakant_r ITpoeepeno: Pardeep Kumar | Opobpeno: Menemkepf PykoBoauTenb

Abhishek Chauhan |/ T

duiw - L

Reprint Date / ‘ Reprint Date / Reprint Date /

Hata: 10.05.2025 JlaTa: 10.05.2025 Jata: 10.05.2025

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



