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

CEPTU®HKAT AHAJTH3IA

Tel: +91 28166 56001-02
www.drreddys.com

\Product : Ketorol Express (ketorolac) Orally Disintegra'ting Tablets 10 mg
Xpoayxr: Keropoa® Jxcnpecc (keToposrak) TabieTkH, AMcneprupyemMbie B N0JOCTH Pra, 10 mr

Market / Poinok :Russia / Poccus e

Batch No / . Batch Quantity / . 3600000 tab /
Cepnsn Ne REELEEE O6Bbem cepun " 3600000 1ab
Analytical Report No / . 040002941435 Date of Analysis / . 24.05.2025
Ananurieckuil oryer Ne Jata aHaan3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Mara npou3BoaCTBA O iy | T'onen po

Mfg. License No. / . o
IponsBoacTBeRHan : MNB/05/263 R amber:/ ; LB RS
Homep PY RU)
JHuen3us Ne =

Analysis performed according ND: / AHanm3 n}o_s'en:u mo HJI: JITI-Ne(004669)-(PT-RU)-190224

No |

Pagelof9/Cyp.1u39

e Test / [ToxazaTenp Results / Pe3yabTaTsl Specification / Hopma

1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrsie
side. / Kpyrmele nnockue Iwockue TabaeTkHn ¢ ¢ackot, CBETIO-
Tabnetku ¢ packoi, CBETNO- HENTOr0 IBETA C IPaBHPOBKOA «I» Ha
3KeJITOrO LIBETa C TPaBUPOBKOi OIHOM CTOPOHE.
«l» Ha OIHOH CTOPOHE.

2 Identification / UnenTH(HKaLHS

Ketorolac / Kemoponax

Complies / CooTBeTCTByET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-crekTpsl NOMIOLIEHAS
HCOLITYEMOTO pacTBOpa M pacTBopa
crangaptHoro  ofpasma  KeToponaka
TpOMeTaMHHa JOJTHBI HMeTb
MAKCHMYMBI [IpY OTHOH M TOM Xe JIHHE
BONTHHI (£ 2 HM).

Remarks: The Product conforms to NI/
Tlpumeuanue: ITponykr coorsercTayet Tpebosannam HI

Conclusion: APPROVED /
Zaxsmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Shivani c TIpoeepeHo: Pravesh Rana Onobpeno: Menemwxep / PykoBoanTe b
\ af Amit Kumar A L
3 o=
Reprint Date / Reprint Date / Reprint Date / '
Hara: 24.05.2025 Hara: 24.05.2025 Jara: 24.05.2025

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@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s QE‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®HKAT AHAJITU3A

Tel : +©1 98166 56001-02
\Aiww.drreddys.com _

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Sxenpece (keroposak) TabaeTky, AHcnepripyembie B MOJIOCTH pTa, 10 Mr b

Market / Peinox :Russia / Poccus
Batch No/ ) Batch Quantity / 3600000 tab /
Cepnsa Ne P V00 O6nemM cepHH " 3600000 Tab
Analytical Repo:‘t No/ - 040002941435 Date of Analysis / . 24.05.2025
AnaguruueckHii oryer Ne Hata aHaJH3A
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Hara npon3BoACTBA e | T'onen oo
Mfg. License No. /
IpoussoacTBEHHAN : MNB/05/263 bt v e E e s
Homep PY RU)
| nunensus Ne

Analysis performed according ND: / Anaau3 npogsejiet 5o HI: JITI-Na(004669)-(PI'-R1)-190224

No

No Test / Iloka3zaTenb

Results / PesyabTaThl

= |
]

Specification / Hopma

~ Page20of9/Cip.2m39

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 ymaepxHBaHUA
OCHOBHOrO IIMKa Ha XpoMaTorpaMmme
MCTIBITYEMOTO pacTsopa IOJIKHO
COOTBETCTBOBATh BPEMEHM YAEPKHMBAaHUA
OCHOBHOIG IMKa Ha XpoMaTorpamme
pacTBopa CTaHAAPTHOIO obpasua
KeTopollaka  TpomMeTamHMHa  (pas;en
«KONHueCTBEHHOE OTNPENETIEHUEN).

Remarks: The Product conforms to ND/

IIpumeyanwe: Ilpoaykr cootetcTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnieno: Shivani IIpoBepeHo: Pravesh Rana Ono6peno: Menemxkep / Pykosonnteis
)){ / Amit Kumar P
4 / N~
Reprint Date / Reprint Date / Reprint Date / )
Jara: 24.05.2025 Jata: 24.05.2025 Hara; 24.05.2025

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: L85195AP1984PLC0O04507

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

Teol : +21 98166 56001-02

CEPTU®HKAT AHAJI3A

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilponyxr: Ketopoa® xenpece (keToposak) TabieTky, AHCNEPrUpyersIe B N0I0CTH Pra, ime

Market / Poinox

:Russia / Poccus

3600000 tab /

Batch No/ i Batch Quantity /

Cepua Ne 1 V200902 O0bem ceprH " 3600000 Tab

Analytical Report No / - 040002941435 Date of Analysis / . 24.05.2025

Ananurmyecknii oryer Ne JdaTa anannsa !

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

Jata npOH3BOJACTEA T'ogen go

.. MA number: / JITI-Ne(004669)-(PT"

TIpon3BoAcTBEHHAN : MNB/05/263 Mg : AL B
Homep PY RU)

JHHeH3HA No =

Analysis performed according ND: / Anaans nposeaen no HJI: JINI-Ne(004669)-(PT-RU)-190224 3

Page30of9/Cip.3 w39

I;;.? Test / [loka3aTesb Results / PesynbTaThi 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). / Bpemetia
yOepaKHUBAHUA TIMKOB
2-6yTHITHAPOKCHAHH30J1a U
3-6yTHNrHAPOKCHAHH30N1a Ha

XpOMATOrPaMMe MCITBITYEMOTO pacTBopa

JOIKHBL ~ COOTBETCTBOBATh  BpPEMEHAM
yIaepKHUBaHMA TIHKOB
2-6yTHUIrHAPOKCHAHU30Ma H
3-0yTUITHIPOKCHAHH3ONA Ha

XpOMaTOrpaMMe pacTBopa CTaHAAPTHOro
obpasua 6yTIIrHApoKcHaHH30Na (pasael
«Copnepxanue
6yTHITHAPOKCUaHH30Ian).

Remarks: The Product conforms to ND/
Ipumenanye: [Tpomykr cooTsetcTyeT Tpebosanuam HII

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /

Tlogrorornexo: Shivani

»

Checked by / .
TTpoeepeno: Pravesh Rana

Ve

T

Approved by: Manager/Executive /
Omno6peno: MeHemxep / PykoBoanTeNs
Amit Kumar L

Ao

| —

3
1

Reprint Date /

Hara: 24.05.2025

Reprint Date /
Hara: 24.05.2025

Reprint Date /
Hara: 24.05.2025

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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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

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

‘Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopoa® Jxenpece (keroposiak) TabaeTkH, AucneprapyeMele 8 N0JI0CTH pTa, 10 mr =

Market / Peinok :Russia / Poccus '
Batch No / . Batch Quantity / ~ 3600000 tab / ]
Cepusn Ne V2L O6bem cepHH " 3600000 Tab
Amalytical Repo:’t No/ . 040002941435 Date of Analysis / . 24.05.2025
AnanaTHyecKuH oTyer Ne - Jara ananusa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JlaTa mpoM3BOACTBA B T'onen xo |
Mfg. License No. / . o

| IIpon3BoAcTEEHHAN : MNB/05/263 RS number: / : JII-Ne(004669)-(PT-

Homep PY RU)

aueH3nst Ne 5

Analysis performed according ND: / Anajus nposeaen mo HJL: JII-N2(004669)-(PT-RU)-190224

No
Ne

Test / Iloka3zaTens

Results / PesynbTaTs!

Page40f9/Crp.4m39

Specification / Hopma

macca

3 Average weight / Cpeansas

Uniformity of weight /
OaHOPOAHOCTL MACChl

69.7 mg / 69.7 mMr

Complies / CoOTBETCTBYET

67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Ot 67,2 mr 1o 72,8 mr (70,0 Mr £ 4,0 %).

18/20 tablets - not-more than + 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Gonee =+ 10 %;
2/20 taGnetok — He Gonee £ 20 %.

4 Disintegration time /
PacnagaeMocTh

00 min 27 sec / 00 MuH 27 cek

Not more than 3 min. / He 6osee 3 Mus.

IMpumeuanue: [Ipoxykr cootsercTByeT TpeboBanuam HI{

5 Dissolution / PacTBopeHHe Unit-1/ Tabn-1 98 % Not less than 75% (Q) of
. . C15H13sNO3+C4H;1NO3 (ketorolac
Unit-2 / Ta6n-2 98 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97 % 75 % Q CisHi3NO3*C4H1NO3
] (keTopoNaKa TPOMeTAMHH) uepe3 15 MuH.
Unit-4 / Ta6n-4 98 %
Unit-5 / Tabn-5 97%
Unit-6 / Ta6n-6 100%
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Zaxmwuende: OJOBPEHO

Prepared by /
TloproroeneHo: Shivani

(
)

Checked by /
IIposepeno: Pravesh I}ana

-"'.,

Approved by: Manager/Executive /
Qpobpeno: Menemkep / Pykosoanrens
/ Amit Kumar

Reprint Date /
Jara: 24.05.2025

Reprint Date /
Hara: 24.05.2025

Reprint Date /
Ilata: 24.05.2025

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA
Tel : +21 98166 56001-02

CEPTHDHEKAT AHAJTHA3A

www,drreddys.com

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

Tponyxr: Keropon® Dxenpece (keropoax) Tabaerky, Aucieprapyemsie B M0A0CTH pTa, 10 mr

Market / Prisiok :Russia / Poccns

Batch No / . Batch Quantity / . 3600000 tab / |

Cepusn Ne ASIE) O0beM cepHH ' 36_00000 Tab J

Analytical Repovrt No/ . 040002941435 Date of Analysis / . 24.05.2025

AnanuTH4eckmii orger Ne Jlara aHaH3a

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

JlaTa npos3BOACTBA e T'open no = ol

Mfg. License No. / . =

IIpon3BoacTBeHHAS : MNB/05/263 B aumben:/ : JIET-Ne(004669)-(PT-
Homep PY RU)

Jnnensus Ne .

Analysis performed according ND: / Ananu3 nposesen no HIL: JITI-Ne(004669)-(PT-RU)-190224

Page50f9/Cip.Smu39

i.r Test / Ilokasarensb Results / PeaysibTaThi Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JncnepcHOCTL 710 pm sieve is formed. / Ofpa3syercs
OMHOpOAHAsA CYCIEH3MA, NpPOXOAsIlas
CKBO3b CHUTO C pa3MepoM OTBEPCTHH
710 MxM.
7 Impurities / Ilpumecn =
1-hydroxy analog of Below LOQ (LOQ =0.032%) / | not more than 0.5 %; / e Gonee 0,5 %;
ketorolac: / Hmuxe mpegena KOJIHYECTBEHHOTO
1-runpokcHaHaor onpenenenua (ITKO = 0.032 %)
KeTopoJakKa i
1-keto analog of ketorolac / 0.06% " not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHANOr KETOpOaka
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
e IUHNYHASL
HeumeHTHGHIMPpOBaHHAS
TIpUMECh
total impurities / 0.1% not more than 1.0 %. / He 6oxee 1,0 %.
CyMMa NpuMeceit
8 Water content / 23% Not more than 7.0 %. /
ConeprxkaHue BOAbI He Gonee 7,0 %.

Remarks: The Product conforms to ND/
Tpumeyanne: TTROAYKT ¢OQTBETCTBYST Tpebopannam HIT

Conclusion: APPROVED /
Saxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroeiexo: Shivani Iporepeno: Pravesh Rana Onobpeno: Menemikep / PykosoauTens
il A Amit Kumar L
57 ) L N —
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.05.2025 | Hata: 24.05.2025 Iara: 24.05.2025

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: L85195AP1284PLC0O04507
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

Tel : +91 28165 56001-02

CEPTUOHUKAT AHAJTHU3A

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tipoaykr: Keropon® Sxcnpece (keToporak) TalneTkH, AHCHEPrEPyeMble B NOIOCTH PT4, 10 mr 1

(A

Market / Ppinok :Russia / Poccus

Batch No/ _ Batch Quantity / _ 3600000 tab /

Cepus Ne AV OGbem cepuH ‘3600000 Tab

A T . 040002941435 Date of Analysis/ . 54 05 5025

AHanuTHyecKn# oTder Ne JlaTa aHaaH3a

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

Jara npousBOACTEA Sy | Togen ao |

Mfg. License No. / . .

IIpon3BoACTBeHHAS - MNB/05/263 MA pumber: / : JITE-Ne(004669)~(PT-
Homep PY RU)

nunenzusi Ne

mo HI: JITI-Ne(004669 )-(PT-RU)-190224

Analysis performed according ND: / Anains nposejes

Page 6 of 9/ Cip. 6 m39

2'00 Test / IToxa3aTenn Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcraTouHble OpraHu4ecKre paCTBOPHTEH
Isopropyl alcohol / 20 pg/tab/ Not more than 350 pg/tab. /
HzonponaHon 20 Mkr B Tabnerke He 6onee 350 Mkr B TabneTkKe.

10 | Microbiological purity*/ Mukpo6Hosoruieckas uuerora*

Total Aerobic Microbial
Count / 0611ee 1ucIo

not more than 10* CFU/g; /
He Gonee 10° KOE/r;

OxHOPOAHOCTE
AO3HPOBAHHBIX eHHHIL

NA
a3po6HBIX MUKpO-
OpraHu3MoB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / obliee yucno NA ue Gonee 10* KOE/T;
JPOMOKEBLIX U TUIECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /
_ OTCYTCTBHE B 1 T
11 Uniformity of dosage units / 5.6 Acceptance value (4¥) not more than

15.0 TlokaszaTens npUeMneMocTH (AV)
nomxen 66T He 6onee 15,0.

Remarks: The Product conforms to ND/

Prepared by /
TloprorosneHo: Shivani

)l

Tpumeyanmue: ponykT cooTsercyet Tpebosannam HJI
Checked by /
TlposepeHo: Pravesh Rana

Conclusion: APPROVED /
Zawmwvenne: OJJOBPEHO

1

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBonurens
Amit Kumar \ L

e
s
T

Reprint Date /
Hara: 24.05.2025

Reprint Date /
TlaTa; 24.05.2025

Reprint Date /
Tlara; 24.05.2025

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: L85195A|_>1984PLC004507

www.drreddys.com




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P,, 173 205, INDIA
Jel : +91 93166 56001-02

CEPTHO®HUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (KeToponak) Tabnerkn, Acieprupyembie 8 notocry pra, 10 mr

Market / Prinok :Russia / Poccns - ] .

Batch No/ ) Batch Quantity / _ 3600000 tab /

Cepus Ne : v V220008° O6bem cepHu " 3600000 Tab i

Analytical Repovrt No/ . 040002941435 Date of Analysis / - 24.05.2025

AHannTHYecKHi oTyeT Ne JlaTa aHaJin3a ol

Date of Manufacture / . 04/2025 Date of Expiry / - 0372027

Jdara npou3BoAcTEa T'ogen oo i

Mfg, License No. / ,

ITpouspoacTBeHHAs : MNB/05/263 MA number: / : JIIL-Ne(004669)-(PT-
Homep PY RU)

NHneH3Hs Ne =

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

Page 70f 9/ Crp. 7 u3 9

‘];.2 ' Test / [TokasaTenb Results / Pe3ynbTaThbl Specification / Hopma
12 | Assay/KonunyecTBeHHoe 9.9 mg/9.9 mMr From 90mg to 11.0mg  of
onpeaeneHHe (99.3 %) CisH1aNO3*C4H,1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr g0
11,0 Mr C15H3NO;3*C4H11NO3
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3aABAEHHOI0 KONHYECTBa) B
Tabnerke.
13 | Butylhydroxyanisole 0.0924 mg/tab / Not less than 0.042 mg/tab. /
content / CouaepxkaHue 0.0924 mr B TabneTke He Menee 0,042 Mr B TabneTKE.
Oy THJIrMapoOKCHaHH301a
- 14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnncanHe ynakoBKu (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
6nucrepe u3 (IIA/AJI/TID ¢
phiarororsorureneM/I12BIT)
¢onbru // (II3/AJT) ¢oasru. Ilo
2 GnucTepa BMECTE C JIMCTKOM-
BKJTaAEIILIeM B nauky
KApTOHHYIO,

2 blisters with patient information leaflet
in a carton pack. / [To 10 TabneTox B
6HcTepe u3 (TIA/ATITID c
piaronornoturenem/IIOBIT) domeru //
(T13/AJ1) donbru. Mo 1 unu 2 GnucTepa
BMECTE C JIUCTKOM-BKJIAZBIIIEM B IAuKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

Ipumeuanne: [Tpoaykr cooTBeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Ioaroroeneno: Shivani

B

Checked by /
[posepeHo: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopomurens
:/' Amit Kumar \

rf\\ ..r—" g
¥

Reprint Date /
Hara: 24.05.2025

Reprint Date /
Hata: 24.05.2025

Reprint Date /
[Hara: 24.05.2025

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: L85195AP1284PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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
www.drreddys.cam

Product : Ketorol Exp?ess (ketorolac) Orally Disintegrating?a—blets 10 mg i
IIponykr: Keropoa® Bxenpecc (keTopoak) TabAeTKH, ARCACPIHPYENLIE B NOTOCTH pra, 10 Mr
Market / Prinor :Russia / Poccus -
Batch No/ . Batch Quantity / _ 3600000 tab /
Cepus Ne e Ob6sem cepHH * 3600000 Tab
Analytical Repogrt No / . 040002941435 Date of Analysis / . 24.05.2025
AnannTHueckuii order No Jara ananu3a Y
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jdara npou3BoacTBa I'open o
Mfg. License No./ . o L |
IIponseoacTBeHIAsn : MNB/05/263 WAL : JIII-Ne(004669)-(PT-
Homep PY RU)
| EneHznst Ne
Analysis performed according ND: / Anann3 nposejen uo HJL: JITT-Nua(004669)-(PT-RU)-190224 ———

Page 8 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.
* [Ipx BLINYCKE JIEKAPCTBEHHOT0 NPENAapaTa KOHTPOJIb KAYecTBa 10 NloKasaTe/1io «Muxpobronornyeckas

YUCTOTA» MPOBOAMTCS AJIA KaxA0H 20-0¥ cepHH, RyIM ANA OAHOMN cepuH B [ONL, B 3aBHCHMOCTH OT TOTO, yTo

HACTYNHT PaHbLIE.

| API name / HaumenoBauue ADPC:

Ketorolac tromethamine / Ketoponiaka TpoMeTaMiH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun nponssoauTes ADC:

ABRH009903, ABRH009746

FP Manufacturer API Batch number /
Howmep cepiH cyGCcTaHNHH NPOM3BOANTENS
Jid:

FESA00034, FESA00033

API Manufactured by & country /
Mponzsoaurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepan'c Jla6opatopuc JIta., Haans

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

HanmMenoBaHue, afpec, THIEH3HA s
IIpon3zsoacTBenHas nuowmanka / [lnomwaaka
KOHTPOAs KauecTBa / 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 Pemaw’ ¢ JTabopatopuc Jita., Uenus, Ilpon3BoacTBEHHOE
nonpasaenenue-6, Bunut. Kxons, Hanarapx Poyz, bamm, JuCTpHUKT
Conan, X.I1., 173205, Uunus (nuuensus somep MNB/05/263)

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of

Remarks: The Product conforms to ND/

Prepared by /
IToarorosneHo: Shivani

M

Tpumeyanue: Ipoaykr coorserctayeT Tpebosanuam HI
Checked by /
IIposepeno: Pravesh Rana

Conclusion: APPROVED /
3axmouenne; OJOBPEHO

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautenis
- Amit Kumar .

‘ },.—»— . J}A\ /’/ Al

Reprint Date /
Jata: 24.05.2025

Reprint Date /
Hara: 24.05.2025

Reprint Date /
IMata: 24.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, !ndia
Tel: +91 40 4900 2S00, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L.85195AP1284PLC004507
www.drreddys.com




Dr. Reddy's Laboratories ttd,
Eormulation Unit-6

e
’ .
Dr. Reddy S ‘... vill. Kho!, Nalagarh Road, Baddi,
: -y = Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE F)F ANALYSIS 7ol : +91 93166 56001-02
CEPTHDHUKAT AHAJIH3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegr_ating Tablets 10 xing
|Mpoaykr: Keropos® Sxenpece (Reropoaak) rabacrkin, AHCHEPrHPYEMbIe B M0NOCTH pird, 10mMr
Market / Poinok :Russia / Poccust il
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne : V2300982 O6beM cepun * 3600000 Tab
Analytical Report Neo/ . 040002941435 Date of Analysis / . 24.05.2025
Ananuruieckni oTuer Ne JaTa ananu3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jarta npon3BoacTsa Tosen 10
Mfg. License No. / . .
| TIpou3BOACTBEHHAS : MNB/05/263 . L : UL RIS S LS
Homep PY RU)
| muuensusn Ne
| Analysis performed according ND: / Ananau3s nposeaes no HJI: JII-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/I0UeHHE 0 COOTBETCTBHH: «HACTOMIMUM 5 TIOATBEPIAk0, YTO NPHBEACHHAA BEIIIE HHYOPMAIIHA SIBIILCTCS
IOCTOBEHON ¥ TouHOH. DTa cepHs NMPOAYKIHH NPOW3BENeHa (BKIIOYAsd YIAKOBKY (MapKHpOBKY) H KOHTpOIb
KadecTBa) HA BBILICYKA3aHHOH IIDOM3BOJCTBEHHOM ILIOMIAMKE (Iomankax) B IOJIHOM COOTBETCTBHH C
Tpe6oBaniamMu TIpaBu, HaIeXKaMe# TPOU3BOACTBEHHOH NPAKTHKH EBpasuiickoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) 1 TpeSoBaHUAME KOHTPOJI1 Ka4eCTBa TEKapCTBCHHBIX CPE/CTE,
a TAKXe B COOTBETCTBHH CO CIENHU(PHUKANUIMHU, CONEPKAIMMHUCSI B PETUCTPAIHOHHOM NOCHE CTPAHbBI-UMIIOPTEPA.
3anmcH 0 MPOK3BOICTBY, YIIAKOBKE H aHATH3Y IPOBEPEHEI, H YCTAHOBIIEHO HX COOTBETCTBHE tpeboBanHam [Ipasui
Ha UIe)Xanleil IpOM3BOICTBEHHOH TPaKTHKH EBpasHiCKOro 5SKOHOMHYECKOTO COr3a.

Remarks: The Product conforma to ND/ ; Conclusion: APPROVED /

TIpumeuanvie: TTponykT cooTreTcTryeT Tpebosannam H Sakmoyenne: ONOBPEHO

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

IMoaroroeneHo: Shivani ; Iposepeno: Pravesh Rana Onofpeno: Menemxep / Pykosoautens
| .'I;III Amit Kumar = A

Reprint Date / Reprint Date / Reprint Date / ’

Hara: 24.05.2025 Hata: 24.05.2025 Jlata: 24.05.2025

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




