Dr.Reddy’s ":'.

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

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPHKAT AHAJIH3A

Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www drreddys.cam

Hpoaykr: Keropon® Dxenpece (keroposak) TabacTii, JHCHCPIHpYEMLIe B 10J0CTH pTa, 10 mr

Market / PBiltok :Russia / Poceus
Batch No / ) Batch Quantity / . 3600000 tab /
Cepua Ne et O6Bem cepun " 3600000 Tab
A RO . 040002809203 Date of Amalysis/ . 1505 5025
AHanuTHYeCKHii oT9eT No Hara apanuza
Iln)ate of Manufacture / . 01/2025 Date of Expiry / . 12/2026

ATa MPOH3BOJCTBA T'oaen g0
Mfg. License No. / :
TlponzeopcTBENHASA : MNB/05/263 MA pumber: / : JIL-2e(004665)- (T

Homep PY RU)

aumenzun Ne

Analysis performed according ND: / Anann3 nposcaen no HI: JII-Ne(004669)-(PT-RU)-190224

Page10f9/Crp. 1 139

Results / PesyasTaTs!

Specification / Hopma

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasle mnockue
tabnetky ¢ dacxoii, caemIO-
JeITOro UBETA C IPaBUPOBKOH
«l» Ha ogHol cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrisie
Tuiockue TabneTkH ¢ ¢ackoit, CBETIO-
JKENToro LBera ¢ TpaBHpoBKoil «|» na
OIHOH CTOpOHE.

NNDO Test / ITokazaTens
1 Description / Onucanne
T2 | Identieation / Ve ndmranns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Vd-cnekTpbl OINOILEHUA

WCTIBLITYEMOTO pacTBOpa M pacTBopa
cTanjapTHoro  ofpasua  KeTopojaka
TPOMETAMUHA JOJSKHBL HUMETh

MaxcUMYMBI TIDH OJXHOI U TOIt Xe JUIHHC
BOJNHLI (+ 2 HM).

Remarks : The Product conforms to ND/
[Ipumeuanue: Ilponykt coorseTcTByeT Tpebosannam HI

Conclusion : APPROVED /
Zaxmouenne: OJOBPE

Hara: 15.02.2025

Jata: 15.02.2025

MHara: 15.02.2025

Prepared by / Checked by / Approved by: Manager/Exgcutive /
TloarorosnreHo: Sarita Iposepeno; Santosh Kumar | Onobpeno: Menemxep / Pykopommyens
% Maurya :1\ Abhishek Chauhan L_:" —
L:——/
Reprint Date / Reprint Date / Reprint Date /

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4300 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q:.'-’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Te! - +91 98166 56001-02

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

wWww. drreatys.com

Hpoaykr: Keropoa® Dxcnpece (keroponak) TabieTion, gucneprupyembie B ioxocts pra, 10 mr

Market / PriHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne 008> O61em cepiin " 3600000 Tab
Analytical Report No / o Date of Analysis / !

AHaluTHaeckuii oTyer Ne 050002509203 JlaTa aHanuza H 2022022

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTa mpou3BoAcTEA Togen A0

Mfg. License No. /

IIpousBoucTBENHAR : MNB/05/263 ll\il A nur;;)’er. / c gII~N2(004669)-(PI“-
auuensns Ne omep 0y

Analysis performed according ND: / Anaius nposeaen no H,Ii:_JIH-Na(OD-‘iﬁéQ)-(PI‘-RU)-190224

Page20f9/Cip.2 w3 9

| No
No

Test / [TokasaTenb

Results / Pes'y.rlyraTu

Specification / Hopma

Complies / CooTeTcTByeET

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). / Bpemsi yaepxusaHis
OCHOBHOrO TIMKa Ha XpomaTorpamme
HCIIBITYEMOTO pacTBopa AOJDKHO
COOTBETCTBOBATh BPEMEHH YACPXMBAHUA
OCHOBHOrO TNHKa Ha XpomaTorpamme
pacTBopa CTaHAapTHOTO obpasia
KeTopojiiaka  TpoMeTamuHa  (pasneln
«KonHuecTBeUHOE ONpPENENEHHEY),

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

Ipumeuanwe; ITpoaykrt cootBercTByeT TpeboBanuam HJT 3akinotucHue: OﬂOBPEﬁO

Prepared by / Checked by / Approved by: Manager/Efecutive /

[ToarotoeneHo: Sarita ﬁ/ Ilpoeepeno: Santosh Kumar | Ono6peno: Meremkep / Fykosomyimess
Maurya (ﬁ Abhishek Chauhan S ?

Reprint Date / Reprint Date / Reprint Date /

Hata: 15.02.2025 Jara; 15.02.2025 Hara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN; L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHDOHKAT AHAJTH3A

Distt. Solan, H.P., 173 205, INDIA
Ta! ;491 9816€ 56001-02

'Product : Ketorol Express (ketorolac) Orally Disintcgrating Tablets 10 mg
Tpoaykr: Keropon® Sxenpece (keroposak) TabiieTkH, ARCHEPrHpyemMbIc B NOJXOCTH pra, 10 mr

www.drreddys.com

| Market / Puinok :Russia / Poccus _
Batch No / : Batch Quantity / ~ 3600000 tab / ]
Cepns Ne - VEUED O6bem cepun 3600000 Tab
T Tl LG N . 040002809203 Date of Amalysis/ . 1503 9025
AnannTnyeckni oruer Ne Jara ananusa
Date of Manufacture / . Date of Expiry / ]

_&’!‘a (pon3BOCTEA : 01/2025 Tonen no + 12/2026
Mfg. License No. /
IlponseoacTBeHHAA : MNB/05/263 ?;A nur]r)lger./ : gg—N9(004669)—(PF-
JaMuenznsa Ne omep - )

Analysis performed according ND: / Anaaus nposenen no H/I: JITI-Ne(004669)-(PI-RU)-190224

Page3 of 9/ Crp.3 n3 9

No

No Test / Tlokasarenn Results / PesyabTarnt Specification / Hopma
Butylhydroxyanisole / Complies / CooTpeTcTBYET The retention times of 2-
Bymuazudpoxcuanuson butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

chromatogram of the test solution should
commespond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / BpeMena
yaep)KUBaHHs NUKOB
2-6yTWIrHAPOKCHAHHU301a u
3-§yTHNruapoKCHaNu30a na
XpoMaTorpaMme HCIbITYEMOr0 pacTBopa
LOJKHBI  COOTBETCTBOBATH — BPEMEHAM
yIOep>KUBaHHUA [THKOB
2-6yTUNTHAPOKCHAHH3051a 7]
3-6yTuiruapokcHaHH30m2 Ha

XpPOMATOrpaMmMe pacTBOpa CTaHIApTHOrO
06pasia GyTWITHAPOKCHARIIONA (pazaey
«CopepxaHne

6y THNCHAPOKCHAHH301a»).

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

[Ipumenanue: [IponykT cooTBeTcTRBYET Tpebopanuam HII Jaxmouenne: OJJOBPEH

Prepared by / Checked by / Approved by: Manager/Exefutive /

ITogrorosneno: Sarita IIposepeno: Santosh Kumar | Ono6peHo: Menemiep / Pykosoautesib
)(?/ Maurya A Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.02.2025 Hata: 15.02.2025 Jlara: 15.02.2025

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

CIN: .85195AP1984PLCO04507
www.drreddys.cormn




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

CEPTUOHKAT AHAJIM3A

Te| : 497 98166 56001-02

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

www.drreadys.can

Iponyxr: Keropoa® Sxenpece (keroponak) TabieTkH, AHCIEPrEPYEMBIC B I0JIOCTH pTa, 10 mr |

Market / Puinok ‘Russia / Poccus L o e
Batch No / . Batch Quantity / _ 3600000 tab /
Cepus Ne da O61em cepun " 3600000 Tab6 ]
inalytlcal Repo:*t No/ . 040002809203 Date of Analysis / . 15.02.2025

| AHANTHTHYCCKHIE 0TYeT No Jara anagm3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npon3BoacTBa Tojen go
Mfg. License No. / . - :
IlponssoxcTBeHHARA : MNB/05/263 EA nur;;er. / : ‘JR%N'(()O%@) Sl
JHnen3Hna Ne omep

Analysis performed according ND: / Ananuz nposegen no HJL: JITI-N2(004669)-(PT-RU)-190224

Paged4 of 9/ Crp. 439

[Tpumeyanwe: IlpogykTt cooTBeTcTBYeT Tpebosannsm HJI

3axmouenne: OJJOBPPEHO

1}? Test / MokasaTenn Results / PesyanTaTl Specification / Hopma
3 Average weight / Cpennsist 68.4 mg / 68.4 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca - ] Ot 67,2 Mr 1o 72,8 mr(70,0 mMr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHopoaHOCTL MACCHI 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He 6Gonee + 10 %;
2/20 Tabnerok — He 6onee + 20 %.
4 | Disintegration time / 00 min 35 sec / 00 muH 35 cek Not more than 3 min. / He Gostee 3 MuH.
Pacnagaemocrhb
5 | Dissolution/PacTopenne Unit-1 / Ta6n-1 99 % Not less than 75% (Q) of
. C\sH13NO3*C4H 1NOs (ketorolac
Unit-2 / Ta6-2 9% tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 100% | 75% Q CisH;3NO3*C4H1NO;3
) (xeToponaka TpOMETAMMH) uepe3 15 MuH.
Unit-4 / Ta6n-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Ta6n-6 100 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

kecutive /

Prepared by / Checked by / Approved by: Manager.

[NMoxnroroeieHo; Sarl IIpoeepeno: Santosh Kumar | Ono6peHo: Menemxep {f YROBOJIMTE T
L Maurya ,g Abhishek Chauhan !

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Jara: 15.02.2025 Jara: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0O4507

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

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

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

WA TEduys T

Hpoaykr: Keropoa® Ixenpece (keropoaak) TabneTkn, Aucneprapyevbie B nojoctu pra, 10 mr

Market / Prinox -Russia / Poccus . A |

Batch No / » Batch Quantity / 3600000 tab /

Cepna No s i O6bem cepHn " 3600000 Tab

Analytical Repovrt No/ . 040002809203 Datc of Analysis / . 15.02.2025

AHanuThyeckuil oryer No JaTta aHaM3a

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026

Jarta npow3BoacTBa T'onen no

Mfg. License No. /

IlpouzsoacTeenHan : MNB/05/263 WA Pl 3 SIS0 04609)=(ET -
Homep PY RU)

aunensns Ne

Analysis performed according ND: / Awann3 nposesen no HJI: .T[[{—Ne(()ﬂdﬁGQ)-(fF—RU)-190224_

Page 5of 9/ Cip.Sm3 9

i.oo Test / [TokazaTenb Results / Pe3yabsTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JncnepcHocts 710 pm sieve is formed. / O6pazyercs
ONHOPOIHAs CYCMEH3MA, MNpOXonsInas
CKRMAZL CUTN N pa'%Mepr\M ﬂ'l'Rﬁr\(‘.TWﬁ
710 MKM.
7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
1-ruppokcHaHanor
KeToponaxa

1-keto analog of ketorolac /
1-KkeToaHanor KeToposaka

unidentified impurity /
eMHAYHaA
HeumeHTU(UIHpOBaHHasA
IpHMECh

Below LOQ (LOQ = 0.0032 %) /
Hipke npejiena KOMUYeCTBCHHOTO
onpenencHus (11IKO = 0.0032 %)

not more than 0.5 %; / ne 6once 0,5 %;

0.04%

not more than 0.8 %; / ye Gonec 0,8 %;

0.02%

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

total impurities /
CyMMa npuMecei

%

not more than 1.0 %. / ue 6onee 1,0 %.

8 Water content /
CopepkanHe BOAbI

21%

Not more than 7.0 %. /
He 6osnee 7,0 %.

Remarks : The Product conforms to ND/
IIpumedanne: IIponyKT cOOTBETCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmoueune: QJOBPEHO

Prepared by / Checked by /
IToprorosnexo: San'tziQ/~ IpoBepero: Santosh Kumar

Approved by: Manager/Executive /
Ono6peto: Menemxep / 'L_)jon?,r_urrenh

Abhishek Chauhan

-

Maurya @
Reprint Date /

Jarta: 15.02.2025

Reprint Date /
Hara: 15.02.2025

Reprint Date /
Jara: 15.02.2025

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.
Formulation Unit-6 }
Vill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOHKAT AHAJIA3A 15 : 191 92166 56001-02

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

WWW.aTTEaayS.Com

IIpoaykr: Keropo.ﬂ“’ Skenpece (KeTopoJiak) TabJeTR, AHCHeprupyeMbie B N0JI0CTH PTa, 10 mr -

Market / Prinok ool :Russia / Poccus

Batch No / ] Batch Quantity / ~ 3600000 tab /

Cepus Ne A < Qobem cepuu " 3600000 Tab |

Analytical Repourt No/ - 040002809203 Date of Analysis / . 15.02.2025

AHanuTHIECKHI oTueT No Jara aHaaun3za

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

JaTa npow3BojcTea I'onen g0

Mfg. License No. / . e

IlponasoncreenHas : MNB/05/263 AL D 3 ARV
Homep PY RU)

annmensug Ne -

Analysis performed according ND: / Anaan3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6of 9/ Crp. 6 m3 9

No

N Test / [TokasaTesb Results / PesyabTaTht Specification / Hopma
9 Residual solvents / OcTaToIHbie Opra4ecKue pacTBoOPHTENH
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 08 mMkr B TabneTke He 6onee 350 mkr B Tabnerke.
10 Microbiological purity*/ Muxpotuonoruueckas ;IIICTOTa*

Total Aerobic Microbial
Count / of1ee yucno

not more than 10* CFU/g; /
He 6onee 107 KOE/T;

Opnopoanocts
O03HPOBAHHBIX €HHHIY

NA
a3p0o6HBIX MHUKPO-
OpraHU3MoB
Total Combined Yeast and not more than 10° CFU/g; /
mold count / o61uee yuco NA He Gonee 102 KOE/T;
LAPOKIKEBBIX U NIECHEBBIX
1puboB
Escherichia Coli NA® shell be absent in 1 gram. /
OTCYTCTBHE B 1 I,
11 | Uniformity of dosage units / 7.3 Acceptance value (4 V) not more than

15.0 I[Tokaszarenw npuemiemocTh (AF)
noinkeH 6biTe He Gonee 15,0.

Remarks : The Product conforms to ND/

IIpumeuanue: [Iponykr cooreercryer TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPE

Prepared by / Checked by / Approved by: Manager/Exgcutive /

IoarorosneHo: Sarita Iposepeno: Santosh Kumar | OnoBpeno: Menemwxkep / W KOBOTUTETH
& Maurya N Abhishek Chauhan ’ - jﬂ

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2025 Hara: 15.02.2025 Jara: 15.02.2025

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

Tel: 491 40 4200 2900, Fax:

+91 40 4500 2999, Email; mail@drreddys.com

CIN: L851954P1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd

Formulation Unit-6 ’
vill. Kho!, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS gy, Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJTHU3A

Tel - +071 98166 56001-02

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

wiww.arreaays.Loin

Tpoaykr: Keropoa® Jkenpecc (KeToposak) TabaeTKh, AMCIeprupyemble B moocTs pra, 10 mr

Market / Prinok :Russia / Pocens
Batch No / ) Batch Quantity / . 3600000 tab /
Cepust No s O6nem cepun " 3600000 126
Analytical Rep031 No / . 040002809203 Date of Analysis / . 15.02.2025
AHATHTHYECKHH oTHeT No Hara aHaau3a
Date of Manufacture / . 01/2025 Date of Expiry / . 122026

 laTa npon3BoAcTBA Tonxen 1o
Mifg. License No. / :
TIponsRoACTEBENHAR : MNB/05/263 gA nurlr)n;er. 4 s Jl:g)- I ([04669)=(EL
nHnensusa Ne omep

Analysis performed according ND: / Anaans nposegen uo HJ: JIH—N9(004669)-(PF-RID-1902"2—¢I 3

Page 7of 9/ Crp, 7139

| No

Test / [TokazaTens
No

Results / Pesynuratst

Specification / Hopma

12 | Assay/KonuuecTBennoe
oripejesieHne

10.0 mg / 10.0 mr
(99.9 %)

IFrom 9.0mg to 11.0 mg of
CsH13NO3C4H  NOs {(ketorolac
tromethamine) (from 20.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 M1 oo
11,0 Mr C15H|3N03’C4H“N03
(keToponaka TpomeramuH) (ot 90,0 no
11,0} % 0T 1aaRIenoro KoNUIecTna) n
TaGneTke.

13 | Butylhydroxyanisole
content / CopaepxaHie
6YTHJICHIPOKCHAHW30J1a

0.0930 mg/tab /
0.0930 mr B TaGneTke

Not less than 0.042 mg/tab. /
I1e Menee 0,042 mr B TabieTke,

14 | Package description /
OnHcaHue yNaKkoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 Dlisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nucrepe u3z (TTA/AIIVIID ¢
snaronornoturenem/TISBIT)

¢onsru // (TTI/AJT) domery. IMo
2 6aMcTepa BMECTE C JIHCTKOM-
BRIAUBILLEM B LiavKy

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
6nucTepe u3 (NA/ATI/ITD c
pnaronornotutenem/TI3BIT) donsru //
(T13/AJT) ¢oasry. Io 1 unu 2 Gaucrepa
BMECTE C JIMCTKOM-BK/IAAbIILIEM B TIAYKY
KapTOHHYIO.

KapTOHHYHO.

Remarks : The Product conforms to ND/
ITpumMeuanme: [IpoaykT cooTBeTCTRYET TpeGosanuam HJL

Conclusion : APPROVED /
Jakaoyenue: OHOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoxrotoemneHo: Sarita Tposepero: Santosh Kumar | Opnobpero: Menemxkep / Pyxosourent
Maurya )y Abhishek Chauhan ' 7
L2
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 Hara: 15.02.2025 Jlata: 15.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘§°

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS pistt, Solan, H.P.,, 173 205, INDIA

CEPTHO®HKAT AHAJTH3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponvir: Keropoa® Ixenpece (KeTopoiak) TadjeTKy, AHCHEPIHPpyeMble B MOJOCTH pTa, 10 mr -

WU OTTEQ Uy 3. WOl

aHnen3na Ne

Market / Priiox :Russia / Poccus —
Batch No / ) Batch Quantity / 3600000 tab /
Cepua Ne Rl O6Bem cepnn " 3600000 1ab
Analytical Repourt No/ . 040002809203 Date of Analysis / . 15.02.2025
AHajuTHyecKkHil oTyeT Ne JlaTa anaJn3a
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026
JaTta npon3soAcTEa Tones 1o
Mfg. License No. /

i MA number: / . JITI-Ne(004669)-(PI-
TIponseoacreennan : MNB/05/263 Howep PY )

Analysis performed according ND: / Ananauz nposenen no HJ: JIII-Ne(004669)-(PI'-RU)-190224

Page8of 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.

* [Ipy BBIIYCKe JIeKAPCTEEHHOTO MPENapaTa KOHTPO/b Ka4ecTsa No nokasaTento «MuKpooHonoruyecxkas
YWHCTOTa» NPOBOANTCA A Kaxa0i1 20-0ii cepul, MM ANsA OAHO#H CEPHH B IO, B 3aBUCHMOCTH OT TOI'0, WTO

HACTYNHUT paHbLIe,

API name / Haumenosanue APC:

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponssognrens APC:

ABRHO007885

FP Manufacturer API Batch number /
Homep cepun cybCTAHIMH TPOH3BOJHTE.IS
TJ®:

FERAQ00489

API Manufactured by & country /
Ipouszsogutean APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepnu'c JlaGopartopuc JIta., Uiaus

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

HanmenoBaHme, aApec, JIMIEH3HA 114
IIpouzeoacreenHas naomaika / lirouwanxa
xoHTpoaa Kayecrsa / Tlnomagka 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) /

J-p Peqw’c JlaGopatopric JIta., MHaus, [TponssoacreeHHoe
noppasfencune-6, Bunn. Kxons, Hanarapx Poyn, Banau, JuctprKT
Conan, X.I1., 173205, Wuaus (smuuensug nomep MNB/05/263)

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanve: [Ipoaykt cootBeTcTBYeT Tpehopannam HJI Zawxaouenne: OJJOBPEHO
Prepared by / Checked by / . Approved by: Manager/Executive /
TloaroToenexo: Sarita [posepero: Santosh Kymar | Onobpero: Menemkep / fykoponnyens

& Maurya ?’ Abhishek Chauhan e

2.9 .

Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2025 JHara: 15.02.2025 Hara: 15.02.2025

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.coin

CIN: L85195AP1984PLCO0O4507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

®o
! g Formulation Unit-6
Dr‘ Reddy S ‘. Vill. Khol, Nalagarh Road, Badd,
CERTIFICATE OF ANALYSIS  pigit. Solan, H.P., 173 205, INDIA
CEPTHOUKAT AHAJIM3A 151 ;91 93165 56001-02

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

Npoayxr: Keropoa® Ixenpece (keroposak) Tabierky, JHCHEPIupyeMbic B HONOCTH pTa, 10 mr

Market / Prinok :Russia / Poccus =l
Batch No / . Batch Quantity / 3600000 tab /
Cepng Ne o O O6bem cepiin " 3600000 Tab i
S CE RO NG 040002809203 Date of Analysis /. 4545 5025
AranuTugeckuii oTueT No Jlara aHa/an3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

MlaTa mpoussoACTBA T'ogen o

Mfg. License No. / ’ . o :
IlpousBogcTBEnHAS : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-

Homep PY RU)
annensug Ne
Analysis performed according ND: / Anauu3 nposegen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page90of9/Crp.9 m39
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».

3akui0uente 0 COOTBeTcTBIM: «HacTOSIIMM o TIOATBEPIKIAI0, YTO IPHBEAEHHAs BBINIE HHGOPMALHS ABJISCTCA
IOCTOBEPHOM M TOYHOM. DTa cepys MPOJYKUMH IIpoM3BeleHa (BKIOYas YHAKOBKY (MapKupOBKY) U KOHTpOJb
KayecTBa) Ha BHIIEYKa3aHHOH npomBO)ICTBeHHoﬁ mnomanke (Iomaakax) B IONHOM COOTBETCTBHHM C
TpeGosanusamu [IpaBui Hayexameil NpOU3BOJICTBEHHOH TPAKTHKH EBpa3uicKoro SKOHOMHHECKOTO COIO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) n TpeboBaHUAMHU KOHTPOJIL KAYeCTBa JIEKAPCTBEHHBIX CPEIICTB,
a TAaKXe B COOTBETCTBHH CO CIEHHUPUKAIIHAME, COAEPHALIMMHUCA B PETHCTPAMOHHOM J0CkE CTpaHbl-HMIOPTEpA.
3aricH [10 IPON3BOJCTBY, YIIAKOBKE H aHATU3Y POBEPEHDI, ¥ YCTAHOBJIEHO HX COOTBETCTBHE TPEOOBAHH M ITpaBui
HaUIeXael MPON3BOACTBEHHON NpakTHKH EBpasHiCcKOro 3KOHOMHYECKOTO COI03a».

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

IMpumeyanue: IIponykr cooreetcTayer TpeboBannam HJI Jauouenne: OJOBPENO

Prepared by / Cliecked by / Approved by: Mamger:"E‘:' utive /

ITomrorosneHo: Sarita Ipoeepero: Santosh Kumar | Omo6peno: Menemxep / Pyxosoaurents
p‘ Maurya & Abhishek Chauhan - /r

Reprint Date / Reprint Date / Reprint Date /

Jata: 15.02.2025 Hara: 15.02.2025 Hara: 15.02.2025

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: L851954P1984PLC0O04507
www.drreddys.com




