Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

ill. Khol, Nalagarh Read, Baddi,
Diste. Sulan, H.P., 173 205, INDIA

CEPTHOHUKAT AHAJIM3A

Tol: +91 93166 56001-02

wwsdrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegratin_g Tablets 10 mg
Mpoaykr: Keropon® Jxenpece (keroposak) rabaeris, Ancueprupyembie B MOA0CTH PT4, 10 mr .

Market / Puinok :Russia / Poccus

Batch No / I Batch Quantity / ~ 3600000 tab /

Cepus Ne E V20 Qbbem cepun * 3600000 Tab
Analytical Report No / . Date of Analysis / ;

AuannTHdeckuii oryer Ne LR JlaTa anaam3a § 2 aete

Date of Manufacture / " Date of Expiry / .
Jdara npon3BojicTBA £ a2 T'onen no i _
Mfg. License No. / . ,
IIpouzBoacTBEHHAsN . MNB/05/263 e : UITEAT (o) gl

Homep PY RU)
nunensng Ne

_Analysis performed according ND: / Ananus nposeaen no HIE: JITI-Ne(004669)-(PT-RU)-190224

Pagelof9/Crp.1u39

tablets with "|" debossed on one
side. / Kpyribie nockue
TabneTky ¢ Ppackoi, cBeTIO-
JKEJITOrO UBETA C FPaBUPOBKOMH
«I» Ha ofHOH cTOpOHE.

1}:’ Test / ITokazaTenb Results / PesyanTaTst Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrinsie
mnockde TabneTkn ¢ ackol, cBeTNO-
HEATOTO 1[BETA ¢ PAaBHPOBKOH «I» Ha
04HO# CTOPOHC.

2 Identification / Unentudurxauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and '

ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ ?nm) [ VO-criekTpR NOTTOTIEHAS
WCILITYEMOTO pacTBopa M pacTsopa
cTaHgapTHoro  obpasna  KeToposaka
TpOMETaMHHa . DOINKHEI HMETh
MaKCHMMYMBI [IpY OIHOM M TOH Xe JUIMHE
BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Tipumenanue: Iponykr cootsercrayer Tpebosanuam HII

Conclusion: APPROVED /
3axaouenune: OJIOBPEHO

Prepared by / ”
IMoaroTosneHo: Pravesh Rana /

Checked by /
Iposepeno: Ramakant

M

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonurens
Amit Kumar

\ ./’/ e
PN -

Reprint Date /
Jara: 21.06.2025

Reprint Date /
Jata: 21.06.2025

Reprint Date / {
Hara: 21.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

vill. Kho!, Nalagarh Rcad, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTHO®HKAT AHATHU3A

Tei ;%91 98166 56001-02

frronoys.com

Product: Ketorol Express (ketorolac) O;a]ly Disintegrating Tablets 10 mg

Mpoaykr: Keropon® Dxenpece (keToponax) TaGieTkH, AHCMEprApyembie B nojocty pra, 10mr

Market / Poinox :Russia / Poccua -

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne R O6nem cepun " 3600000 Tab

:‘;‘“”'yt,'cal LGN . 040002974058 Date of Analysis/ . 5 4 9025
HATNTHYECKHH oTyeT Ne MaTa ananusa

Date of Manufacture / . Date of Expiry / )

JaTa nposzgoacrsa S0P Togen j10 |

Mfg. License No. /

IIpousBoacTBEHHAs : MNB/05/263 gA nm;;er./ : JI:H-NE(OOM@)-(PF_

Juenznsa Ne omep o

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

Page2 of 9/ Crp.2 139

No

N Test / ITokazaTesb

Results / PesynsTarhbl

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 ynepxrBaHus
OCHOBHO[O MNHKa Ha XpomaTorpamme
WCIIBITYEMOTO pacTBOpa JOJIKHO
COOTBETCTBOBATh BPEMEHU YAEPKHUBAHHUSA
OCHOBHOI'O TIMKA Ha XpOMaTOTpaMMe
pacrsopa CTaHMAPTHOTO obpazua
KeToponaka  TpPOMETaMHHa (pazaen
«KonuuecTBEHHOE OMPENCIEHHEY).

Remarks: The Product conformis to ND/
[pumeuasue: Iponyxt cooTBeTcTBYET Tpeboranmam HJI

Conclusion: APPROVED /
Baxaouenne; OJOBPEHO

Prepared by / Vi
[MoaroToBieHo: Pravesh Rana /

K

Checked by /
Iposepeno: Ramakant

o

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pyxosoautens
Amit Kumar L

Reprint Date /
Hata: 21.06.2025

Reprinf Date/
Jata: 21.06,2025

Reprint Date/ |
Jara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@4drreddys.com

CIN: L85125AP1984PLCOC4507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALY

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Yill. Khol, Nalagarh Road, Baddi,
SIS Diste. Solan, H.P.,, 173 205, INDIA

CEPTUOHKAT AHAJIM3A

= e T a 1
el 51 B510C 56004-02

wedrraddys.com

Product : Ketorol Express (ketorolac) OrallS' ﬁgin@‘ating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (keropoak) TalieTR, ANCHEPrUpyembIe B NOJ0CTH P4, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusn Ne S VR0 O6bem cepHH " 3600000 Tab

Analytical Repourt No/ - 040002974058 Date of Analysis / . 21.06.2025

AHanaTH9ecKHii oT4eT Ne Jlara aHA/IH32A

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa npos3BoAcTBa I'oxen oo

Mifg. License No. /

IMpouzsoacTBEHHAA : MNB/05/263 ll\illA nul;:;)’er. ! : {RIIIJI_M(OM“%_(PF-
srHueHsHa Ne ovep )

Analysis performed according ND:

/ Ananns nposeies mo HIL: JITI-N2(004669)-(PT-RU)-190224

Page3of9/Crp.3u39

No

N Test / IToxazaTenn Results / PesynbTaTh! Specification / Hopma
Butylhydroxyanisole / Complies / CoOTBETCTBYET The retention times of 2-
Bymunzudpokcuunuion butylhydroxyanisole and 3-

hutythydroxyanisole ~ 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
yAepxaBanus [MKOB
2-0yTUNTHAPOKCHAHH301a U
3-6yTHArHAPOKCHAHH30NA Ha

XpoMaTtorpamme UCTIBITYEeMOrI'0 pacTBOpa

AOIKHBl  COOTBETCTBOBAaTh  BPEMEHaM
yIepKUBAHHUSA MHKOB
2-6yTunruapoKcHaHn3ona u
3-6yTMNrHapOKCHAHN301a Ha

XpOMaTorpaMMe pacTBOpa CTaHHAPTHOTO
o6pasua 6y THArHIPOKCHAaHM301a (pasae
«Conepxanne

6YTUArMAPOKCHAHU30AN).

Remarks: The Product conforms to ND/
Hpumesaswe: {IporykT cooTseTcTByeT Tpefosanyanm HI

Conclusion: APPROVED /
Baxnouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INonrorosnexo: Pravesh Rana{/ TMposepeHo: Ramakant Onobpeno: Menemxep / Pyxosonurens
P Amit Kumar A
P, v ;"\'_' e
Reprint Date / Reprint Date/ Reprint Date / Y
Jara; 21.06.2025 Jara: 21.06.2025 Hara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

Tel: 491 08166 58001-02

CEPTHO®HEAT AHAJIH3A

www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating_'i‘ablets 10 mg
Tposykr: Keropoa® Ixcnpece (keToponak) TaGIeTKH, ANCHEPIHPYEMBIE B TIONOCTI T4, 10 mr o

Market / Prinox :Russia / Poccua m

Batch No / Batch Quantity / 3600000 tab /

Cepusi Ne 2200225 O6bem cepunt 3600000 Tab
Analytical Repoji No/ 040002974058 Date of Analysis / . 21.06.2025
AHanuTHYecKHH 0THET Ne Jlata aHATH3A

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jara npoHB3iB0ACTBA I"ojen o

Mfg. License No. / . o
IMpouzBogcTBEHHASA : MNB/05/263 II\;I - nul;;er. 4 JI:I['J[)-N_(004669)-(PI‘-
nunensum Ne omep o=
Analysis performed according ND: / Ananus nposesen no HL: JITT-Ne(004669)-(PT-RU)-190224

~ Paged4of9/Crp.4m39

r
I;: Test / TloxazaTens Results / PesynbraThl Specification / Hopma
3 Average weight / Cpeanas 68.7 mg/ 68.7 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Macea . O 67,2 mr 10 72,8 mr (70,0 Mr £ 4,0 %).
Complioo / CooTDOTOTDY®T
Uniformity of weight / 18/20 tablets - not more than + 10 %;

OaoHOpOAHOCTh Macehl

2/20 tablets - not more than + 20 %. /
18/20 Ttabnetok — Be OGonee + 10 %;
2/20 TabneTok — He Gonee + 20 %.

4 Disintegration time /

00 min 17 sec / 00 Mun 17cek

Not more than 3 min. / He 6onee 3 MHH.

[prmesanne: [poyKT COOTRETCTBYET Tpeboanusam HJT

PacnaaaemMocTh
5 Dissolution / PacTBopesHe Unit-1 / Ta6a-1 97% | Not less than 75% (Q) of
] . CsH13NO3°CsH| NO3 (ketorolgic
Unit-2 / Tabn-2 96 % tromethaming) in 15 min. / He menee
Unit-3 / Ta6n-3 95% | 5% Q C1sHa2NO3*CsH11NO;
. (xeToposiaka TPOMETaMIH) yepe3 15 MiH.
Unit-d4 / TaGn-4 94 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 98 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3axmouenne: OJJOBPEHO

Prepared by / x
IToaroroeneno: Pravesh Rana f

Checked by /
[Ipoeepeno: Ramakant

i

Approved by: Manager/Executive /
Opobpero: Menemxep / PyroBoauresnb
Amit Kumar

A=

v

Reprint Date /

Hara: 21.06.2025

Reprint Date /

Hara: 21.06.2025

Reprint Date /
Hara: 21.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjora Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4800 2995, Email: mail@drreddys.comi
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Qf:".'

CERTIFICATE OF ANALYSIS

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

yill, Kho!, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA

PiGa g

CEPTHO®UKAT AHAJTU3A

el 451 0016 card .nn
JEI L TUL JUlUC Suuwud U

wiww.drreddys.com

Product : Ketorol ﬁpress_ (ketorolac) Orally Disintegrating Tablets 10 mg _

Npoaykr: Keropon™ xenpece (KeToposiak) TabaeTku, AHCHEPrHPyeMbIe 1 NOJOCTI pra. 10 Mr

Market / Poinox :Russia / Poccust

Batch No / ] Batch Quantity / _ 3600000 tab /

Cepus Ne ) OBnem cepis 3600000 Ta6

Analytical Repo:’t No/ . 040002974058 Date of Analysis / . 21.06.2025

AHanuTHYecKHil oTyeT Ne Jlata aHAIH3A

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

HaTa npos3BOACTBA T'onen 10

Mfg. License No. / ;

TIpon3BoaCTBEHHAS : MNB/05/263 MA mumber:./ : LLAHIRL =)
) Homep PY RU)

JinIeHsHs Ne

Analysis pcrfomuﬁ Ec:(;r;iing ND: / Auanus aposeen o H: JITI-Nz(004669)-(PT’-RU)-190224

Page50f9/Crp.Su3 9

i i Test / [TokaszaTensn Results / PesyabTaThl Specification / Hopma
No

6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

JncnepcHocThb 710 pm sieve is formed. / O6pazyercs
OIHOPOMHAA CYCMEH3UA, TPOXOASLIASA
CKBO3b CHTO € pa3MepoM OTBEpPCTHIH
710 MKM.

7 Impurit—ie;/ﬁp_umecu - = | e -3
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6once 0,5 %;
ketorolac: / Hinke npeacna obuapyxkerus (IO =
1-TunpoKcHananor 0.0010 %)

KeToponaka

1-keto analog of ketorolac / not more than 0.8 %,; / ue Gonee 0,8 %;
1-KeToaHamor KeToponaka 0.04%

unidentified impurity / not more than 0.5 %; / ue 6onee 0,5 %;
eMHHYHAS 0.02%

HenaeHTHGULIUPOBaHHAS

NpRKooL

total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
cyMMa nmpumecei

8 Water content / 3.1 % Not more than 7.0 %. /

CopepxaHue ROAKT He 6onee 7,0 %.

Remarks: The Product conforms to ND/
IMpumeranue: IIpogykT cooTBeTCTBYET Tpebosanuam HI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / .
[ogrotoeneno: Pravesh Rana / '

—

Checked by /
IposepeHo: Ramakant

e

Approved by: Manager/Executive /
Omo6peHo: Menemwxkep / PykoBonuTens
Amit Kumar 4

,;"\_"" L*

Reprint Date /
Harta: 21.06.2025

Reprint Date /
Jata: 21.06.2025

Reprint Date / '
Ilara: 21.06.2025

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

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q'!-

CERTIFICATE OF ANALYSIS C®

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Will. Khol, Nalagarh Road, Baddi,

tt. Sulan, H.P., 173 205, iNDIA

CEPTH®HUKAT AHAJIM3A

i . 00 a1 ga TeNg] )
Tel : +9% 88168 5600102

irrgdgys.com

[Product : Ketorol Exprc_ss (i{_etorolac) Orally Disintegrating Tablets 10 mg =
Tpoayxr: Keropoa® Ixrcnpece (kevoponax) Tabierku, AueneprupyeMsie B mMoJI0CTH pra, 10mr

aunensus Ne

Market / Prisok :Russia / Poccus ol
Batch No / ) Batch Quantity / _ 3600000 tab /
Cepus No : VO O6BeM cepHH " 3600000 Tab
Analytical Repourt No/ . 040002974058 Date of Analysis / . 21.06.2025
AHanuTH4ecKHIl 0TyeT Ne Jara anaansa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
aTa npoM3BOACTBA I'ogen a0
Mfg. License No. /

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

Analysis performed according ND: / Ananns nposeaes no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 n3 9

No
No

Test / [lokazaTennb

Results / PesyabpTaThbl

Specification / Hopma

9

Residual solvents / OctaTouyHble OPraHH4€CKHe paCTBOPUTETH

Isopropyl alcohol /
Hsonpoiation

03 pg/tab/

03 mxr B TabneTke

" Not more than 350 ugAab, /
He donee 350 MKr 8 TableTke:

10

Microbiological purity*/ MikpoGnoiory4eckas 44eTora*

11

OaHOPOAHOCTH
JO3UPOBAHHBIX eHHNIL

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / ob1ee yucno ne Gonee 10° KOE/T;
a3pOoBHBIX MHKpO-
OPraHH3MoB
Total Combined Yeast and NA not more than 10* CFU/g; / ] |
mold count / obtee uncio te Hosee 10> KOE/T;
OPOMOKEBLIX U [IECHEBIX
rpuboB
" Escherichia Coli  NA shell be absent in 1 gram. /
OTCyTCTBHE B 1 T.
Uniformity of dosage units/ 3.8 Acceptance value (47) nol more than

15.0 Ioxazatens npremieMoctd (A V)
LoJxeH 6bITh He Gonee 15,0.

Remarks: The Product conforms to ND/
Hpumeuativie: [Tpoaykr coorsercTByer Tpebosanuam HJL

Conclusion: APPROVED /
Zaksmouenne: OJJOBPEHO

Iata: 21.06.2025

Jara: 21.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotosnexo: Pravesh Rana / Ilposepeno: Ramakant Opo6peno: Menemxkep / Pykosonutens
7 Amit Kumar 4
5. U /\ i
Reprint Date / Reprint Date/ Reprint Date/

JHara: 21.06.2025

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

CEPTHOHUKAT AHAJIHM3A

Lot e 82001 N2
=31 08 i D

L L ; 1o SCJuit

www.drraddys.com

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

Mpoaykr: Keropoa® Dxenpece (keroposak) TabaeTKy, ANCIeprupyemMeic B MOTOCTH pTa, 10 mr LA

Market / PuiHOK :Russia / Poccrs

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne e O6BeM cepHH © 3600000 Tab

Analytical Repourt No/ . 040002974058 Date of Analysis / . 21.06.2025

AHanuTHYecKHi oTyeT No Jlata aHaau3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jara nponsBoacTBa T'open ao

Mifg. License No. /

IpoussoacTBEHHAR : MNB/05/263 Minumber: / : JII-Ne(004669)-(PT-

Howmep PY RU)

THOeH3nA Ne

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

Page 70f9/Cip. 7m39

[ No

No Test / TTokazaTedb

Results / Pe3yanTaThl

Specification / Hopma

12 | Assay/KonuuecTBeHHOE
onpeaeieHHe

10.0 mg / 10.0 Mr
(100.3 %)

From 9.0 mg to 11.0 mg of
C15sH13NO3°C4H [ NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr g0
11,0 Mr C15H13NOJ‘C4H1|N03
(xetoposnaka Tpomeramud) (oT 90,0 mo
110,0 % OT 3aABJIEHHOI0 KOJHYECTBA) B
TabneTke.

13 Butylhydroxyanisole
content / CoaepxaHiic
Oy THIITHAPOKCHAHHU30/12

0.0919 mg/tab /
0.0919 mr B TabneTke

Not less than 0.042 mgftab. /
He menee 0,042 mr B TabneTke.

14 Package description /
OnucanHe yNaKoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
mformation leaflet in a carton
pack. / Ilo 10 Tabnerok B
6nuctepe w3z (ITA/AJ/TID ¢
gnaronornorureneM/I125BII)
donbru // (I13/AJT) donern. [o
2 6mucTepa BMECTE C JMCTKOM-
BIJIA/IbILIEM B na4Ky
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. / ITo 10 Tabnetox B
6nucrepe M3 (ITA/ATITID c
siaronornoturenem/[13BI1)  donsrit //
(II2/AJ) donsru. Tlo 1 unu 2 6ianctepa
BMECTC C JIHCTKOM-BKIIaABlIIEM B IauKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

Hpumeuanve: [IpoAyKT cooTBeTCTBYeT Tpeboranusam HJI

Conclusion: APPROVED /
3axmoucnne: OJOBPEHO

Prepared by / .
IMoarotosneHo: Pravesh Rana /

n
-

Checked by /
[Tporepeno; Ramakant

L

Approved by: Manager/Executive /
OnobpeHo: MeHekep / PyxoBonurenb
Amit Kumar

(8
/\.’ -

Reprint Date /
Hata: 21.06.2025

Reprint Date /
Hara: 21.06.2025

Reprint Date / Y
Hara: 21.06.2025

Registered Office: 8-2-327, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLLCO0AS07
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
, .
Dr' Reddy S Q—’. vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Ditt Solan. H.P, 173 205, INDIA
Tei ' +G1 68166 5¢001-02

CEPTHO®HKAT AHAJIH3A _
——— www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxr: Keropoa® Ixenpece (keroponak) rabaercu, Mcnepripyesere 8 N0I0CTH P ra, 10mr
Market / Puinox :Russia / Poccus
Batch No / y Batch Quantity / ~ 3600000 tab /
Cepus Ne NalE O6beM cepitis * 3600000 Tab
Analytical Repo:'t No/ . 040002974058 Date of Analysis / . 21.06.2025
AHanmuTnYecknii oTdeT No JlaTa aHAaIM3A
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jara npos3goacTea 5 I'onen o J
Mifg. License No./ : .
IlpouzBoacTBeHHAN : MNB/05/263 MA number: / - JIH-Ne(004669)-(PT-
Homep PY RU)
| Huensus N .
| Analysis performed according ND: / Anaans nposejen no HJL: JITI-Ne(004669)-(PT-RU)-190224 ,

Page 8 of 9/ Ctp. 8 13 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.
* [Ipy BHINYCKe J1IeKAPCTBEHHOT0 NPENnapaTa KOHTPOJIb KayecTsa Mo noxazatenro «MuKpobHoIoruyecKas

YMCTOT2» MPOBOIUTCH TSl KaxK10ii 20-0fi CepHu, U 1A OXHOH CepUH B rofl, B 3aBHCHMOCTH OT TOrO, 4T0
HACTYNHT paHbIUe,

“API name / Hanvenosanne ADC: Ketorolac tromethamine / Keroponaka TpoMETaMAH

INN / MHH: o _e il Ketorolac / Ketoposak |

API manufacturer batch number / ABSHO01017

Homep cepun nponssogntens ADC:

FP Manufacturer API Batch number /

Homep cepHH cyOcTaHNIHN MPOH3IBOAMTE IS FESA00167

| I J1d: s sl
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

IlponszsoanTeib A®C, crpana: J-p Pennu'c JlaGopaTopuc JIta., Aanus

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) /

HaumeHnoBaHue, aipec, THIEH3INA 1A J-p Pennu’c JIabopartopuc Jitx,, Hnpusa, [IponssoacTBeHHOS

Ipou3ssoacTBeHHas Miomaaka / Iliomanka nozpasaenenne-6, Bunn. Kxons, Hanarapx Poyn, Bapan, JAucTpykT

konTposa Kavecrsa / ILmomanka BeinmycKa Conan, X.I1., 173205, UHans (hntensng 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 /
Hpusesauwe: TIpoyKT cOOTBETCTBYET Tpebopanuam HIT 3axaodenne; OTJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonrotosnero: Pravesh Rana // [Tpoeepeno: Ramakant Ono6peHo: Menenxep / Pykoponurens
ok ) Amit Kumat i
|| Reprint Date / Reprint Date / ' Reprint Date /
JNara: 21.06.2025 Jara: 21.06.2025 Hara: 21.06.2025

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: L85125AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Y .... Formulation Unit-6 .
Dr. Reddy S Ne Vill. Khol, Nalagarh Road, aaddul,A
173 205, INDI
CERTIFICATE OF ANALYSIS ?ut. Solan, H.P., 1(7"1r30n,q|N
CEPTHOUKAT AHAJIN3A

! e a o ety
2, T2 L ULl SusvL Ve

www.drreddys.com K

"Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 1
TMpoaykr: Keropon®™ 3xenpece (keroponak) rabierss, jicieprapyembie B 1010CTH pra, 10 mr e
Market / PoiHoK _:Russia/Poccus o |
Batch No / | Batch Quantity / 3600000 tab /
Cepus Ne _ a2V O6neM cepHH " 3600000 Tab
Analytical Repo:’t No/ - 040002974058 Date of Analysis / . 21.06.2025
AHanuTHuecKHH oTUeT No Jara aHaan3a
Date of Manufacture / . 05/2025 Datg of Expiry / . 04/2027
| JlaTa mpoM3BOACTBA ) T'open no 4
Mfg. License No. / ] - Y i
[poussoxcrBennasn » MNB/05/263 Marapiber: / t LB ) S
Homep PY RU)
JHIeHsna Ne —
Analysis performed according ND: / Anaans mposejen mo HJL: JITI-N2(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».

3aK/I04eHIe 0 co0TBeTcTBHH: «HacToSIMM f MOATBEPXKAAIO, UTO NIPHBEACHHAS BhIIE HHOOPMALHS ABJISETCS
IOCTOBEpHOH W TOYHOH. DTa cepHs MPOAYKIHM NpOoM3BeAeHa (BKIIOYAS YNAKOBKY (MapKHpOBKY) H KOHTpPOJIb
KagecTBa) Ha BBINIEYKA3aHHON NPOM3BONCTBEHHON IIOmMAnKe (IIONafKax) B TIONHOM COOTBETCTBHH C
Tpe6GoBanuaMu [IpaBHiI Hamiexamel MPOM3BOACTBEHHON NpakTHKH EBPasMHCKOro 3KOHOMMYMECKOTO COrO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTabps 2022) u TpeboBaHHSAMH KOHTPOJIA Ka9eCTBa JICKapCTBEHHEIX CPENICTB,
4 TAKKC B COOTBCTCTBHI €O CHCIEIGHIAIESME, COACPAIIHMEICA D PCIHCTPAITHOIIIOM JOCLC CTPAILI HMIIOPTOPA.
3aIHCH IO [IPON3BOACTBY, YIAKOBKE H AHANH3Y IPOBEPEHEL, H yCTAHOBJIENO UX COOTBETCTBHE TpeboBanusaM I Ipasun
HaJIekarred Mpou3BOACTBEHHOM NPAaKTHKY EBpasuiicKOro 3KOHOMHYECKOTO COr03a.

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

[Tpumenative: {ponykr cooTBeTcTBYET TpeboBannam HJI 3akaouenne: OJOBPEHO

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

TTonrorosneno: Pravesh Rana ,/ TIposepeno: Ramakant Ono6peno: Menemiep / Pykosoantens
? Amit Kumar : U '

e /P&:" —
Reprint Date / Reprint Date/ Reprint Date / (
Hata; 21.06.2025 Hata: 21.06.2025 Jara: 21.06.2025

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




