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CERTIFICATE OF ANALYSIS

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

Vill. Khol, iNalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropon® Jkenpece (Keroposiak) TablIeTKH, THCHEPrEpyenbie B I1010CTH P14, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne : M2SOH00 O06bem cepHH " 3600000 Tab

Analytical Repourt No/ . 040002942708 Date of Analysis / . 27.05.2025

AHanuTH9ecKHi oTuer Ne Jara apanuza |

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

JlaTa npoM3BOJACTEBA Tomen a0 B

Mfg. License No. / .

IIpousBoaACTBEHHASN : MNB/05/263 B ey : LU
Homep PY RU)

JuIensus Ne

Analysis performed according ND

: / Ananus nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Pagel1 of 9/Crp.1 w39

No 5 :
N Test / [TokazaTeJb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrubie
side. / Kpyrable 1iockue rockue Tabnetku ¢ (ackoi, CBeTio-
TabneTkH ¢ ackoil, cBeTIIO- HKEJITOro IBETa C TIpaBUPOBKOM «l» Ha
JENTOro 1|BeTa C IPaBUPOBKOM ONIHOIT CTOPOHE.
«l» Ha OJIHOMH CTOpOHE.
2 Identification / UaenTndguxauus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / YO-criekTpsl NOIIOLIECHUS
UCTILITYEMOrO  pacTeBOpa W pacTBopa
cTaHmapTHOTOo  ofpasua  KeTopoJaka
TpoMeTaMMHa JIOJDKHBI HMEThH
MaKCHMYMbI TIPYU OLHOH U TOH Xe JJIHe
BOJIHBIL (+ 2 HM).

Remarks; The Product conforms to ND/

Conclusion: APPROVED /

Ipumeuanue: [TpoxyKT cooTBeTCTBYET Tpebosannam HJL

Zakmouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

il

Checked by /
[posepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurens
Amit Kumar \ »

J! G

1

Reprint Date /
Jlata: 27.05.2025

Reprint Date /
Iara: 27.05.2025

Y

Reprint Date /
Hara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, 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

Vili. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHUKAT AHAJIM3A
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www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|Ipoxyxr: Keropoa®™ Jxcnpece (keTopoaak) TabaeTs, Aucieprupyeninie B NOJIOCTH PTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne | VaSUIO0 Oo6Bem cepuH " 3600000 Tab
Analytical Repovrt No/ . 040002942708 Date of Analysis / . 97.05.2025
AHanHTHYeCKHH oTueT No JlaTa ananu3a -
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JIaTa npoH3BO/ICTRA Tosen a0 -
Mfg. License No. / . . 7
IpoussoacTBeHHAN : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)
Jrnen3us Ne

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

Page2 of 9/Cip.2 u39

e

N | Results / PesyabTaThl

Test / lloka3aTennb

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 yaepxuBaHus
OCHOBHOTO [IHKa Ha XpoMarorpamme
HCIBITYEMOTO pacTBOpa TOOJIKHO
COOTBETCTBOBATh BPEMCHU YAEPKUBAHUS
OCHOBHOTO I[IMKa Ha XpOMAaTorpaMmme

pacTBopa CTaHAapTHOIO
KETOpojlaka  TPOMETaMHHa
«KonuuecTBEHHOE ONPEETeHHER).

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoaykT coorBeTcTBYeT Tpebopanusam HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
HNoarororneno: Ramakant [Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meunemkep / PykoBoauresib
Amit Kumar - -

Fl
1

Reprint Date / ! Reprint Date /
Hara: 27.05.2025 Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Registarad 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 €3¢

CERTIFICATE OF ANALYSIS

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

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

oL CEEEnn N0

CEPTHOHUKAT AHAJIM3A
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'PI;duct 3

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoaykt: Keropoa® Ixcnpece (keroposak) TabjeTKH, AucHeprupyemble B HOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepust Ne : V2501004 O6nem cepun " 3600000 Tab

Analytical Repo‘}‘t No/ . 040002942708 Date of Analysis / . 97.05.2025

AHanuTHUecKHi 0oT4eT Ne JlaTa anannsza

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

JlaTa npoM3BOACTBA Topen 1o

Mfg. License No. / . .

IMpoussoacTBeHHAS] : MNB/05/263 Sl EmBeG: : SRS Q0TS RT=
Homep PY RU)

aanenzusg Ne

Analysis performed according ND: / Anann3 nposeaen no HJL: JIN-Ne(004669)-(PT-RU)-190224

Page30f 9/Crp.3 u3 9

No

No Test / [loka3zarenn

Results / PesyabTaTsl

Specification / Hopma

Butylhydroxyanisole / Complies / CooTBeTCTBYET

Bymuneuopoxcuanuson

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

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
yASpPKUBAHUA TIHKOB
2-6yTHArMIPOKCHAHH30]1a U
3-6yTIWIrHIPOKCHAHN30/1a Ha

XpOMaTorpamMMe HCILITYEMOrO pacTaopa

JOJDKHBI  COOTBETCTBOBAaTh ~ BPEMEHaM
yaep>KUBaHUs [TUKOB
2-0yTUITHAPOKCHAHHU30/1a u
3-6yTUNrHAPOKCHAaHHN30/1a Ha

XpoOMaTorpaMme pacTBopa CTaHOapTHOTO
obpasia OyTHITHAPOKCHAHK301a (pasmen
«CoanepxaHue

OyTHIITHAPOKCHAHU30Ia»).

Remarks: The Product conforms to ND/

[Tpumeuanue: [IpoaykT coorBeTcTBYeT Tpebosanusam HJI

3akn

Conclusion: APPROVED /

wuenue: OJOBPEHO

Prepared by /
IMoarorosieno: Ramakant

Checked by /
posepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PyKOBGL{H"IL'EJ'Ib

@A d«d\ Amit Kumar Ne—
/ P“«E—"—: i. Pl

Reprint Date / \ Reprint Date / Reprint Date /

Hara: 27.05.2025 Jata: 27.05.2025 Jara: 27.05.2025

Registerad 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.dreddys.cuin
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Malzgarh Road, Baddi,
Distz. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS . . . . . A~

CEPTUOUKAT AHAJIM3A

\ P
1210 TS L DO ile SuLu UL

wwww.drredcyvz.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
'Hponykr: Ketopon® Jkenpece (keroposiak) TabsieTKH, AHCHEPIHPYEMbie B H0J0CTH PTa, 10 mr

Market / Poinok :Russia / Poccust o

Batch No / , Batch Quantity / - 3600000 tab /

Cepus Ne V2501004 O6bem cepuH " 3600000 Tab

Analytical Repovrt No/ . 040002942708 Date of Analysis / . 97.05.2025

AmnaguTHyieckuii oTuer Ne Jara anannsza

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

JlaTa npoH3BOCTBA T'onen no -

Mfg. License No. / .

Ipou3BoacTEeHHAS - MNB/05/263 A murtibers/ ; JII-N2(004668)~(PT-
Homep PY RU)

Junen3ug Ne

Analysis performed according ND: / Anajiu3s nposejes 1o HA: JITI-Ne(004669)-(PI'-RU)-190224

Page4 of 9/ Crp. 439

i.g Test / Iloka3aTesnb Results / PesynbTaThl Specification / Hopma
3 Average weight / CpegHsis 69.4 mg / 69.4 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr g0 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OaHOPOAHOCTE MACChI 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oonee * 10 %;
2/20 TabneTok — He 6onee + 20 %.
4 Disintegration time / 00 min 24 sec / 00 MuH 24 cek Not more than 3 min. / He 6oiiee 3 Mun.
PacnagaemocTnb
5 Dissolution / PacTBopeHne Unit-1/ Taba-1 95 % Not less than 75% (Q) of
; CisH13NO3C4H(1NO3 (ketorolac
Unit-2 / TaGn-2 95 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 95 % 75 % Q CisH13NO3*CsH1NO3
) (keTopoJsiaka TPOMETaMUH) 4epe3 15 MuH.
Unit-4 / Tadn-4 91 %
Unit-5 / Tabn-5 95 %
Unit-6 / Tabn-6 99 %

Remarks: The Product conforms to ND/

ITpumeuanue: [Mpogykrt cooTBeTcTBYeT Tpedboranusm HJI

Conclusion: APPROVED /
Baxmouenne: OJOBPEHO

Prepared by /
[Moarorosieno: Ramakant

bl

Checked by /
IIposepeno: Pardeep Kumar

N —

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoguresb
Amit Kumar ~

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date / J
JTara: 27.05.2025

Registerad 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 Laboratories Ltd.

Formulation Unit-6

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

i

CEPTUD®UKAT AHAJIM3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropoa® Jxenpece (keropoak) TabiaeTku, Jucneprapyemsie B NOJIOCTH pra, 10 mr

Market / Poinox :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne # V2501004 O6beM cepum " 3600000 Tab
Analytical Repovrt No/ - 040002942708 Date of Analysis / . 97.05.2025
AHajinTHYecKH oTyeT Ne JlaTa anannza
Date of Manufacture / Date of Explry / - 03/2027
JaTa npoM3BoACTBA I'oxen no ]
Mfg. License No. /

. MA number: / _ JII-Ne(004669)-(PT -
IpouzBoacTBeHRas : MNB/05/263 | Homep PY " RU)

auneHsus Ne

_Analysis performed according ND: / Ananu3 nposegen mo H/L: JOI-Ne(004669)-(PT-RU)-190224

Page50f9/Crp. 5 u39

1}? Test / ITokasaTesb Results / PesyabTaThbl Specilication / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 pm sieve is formed. / O6paszyerca
OIHOPOMHAs CYCHEH3Us, MNpOXoAsuasn
CKBO3b CUTO C Pa3MepoM OTBEpPCTHH
710 MKM.
7 Impurities / [Ipumecu
1-hydroxy analog of Below LOQ (LOQ =0.032 %) /| not more than 0.5 %; / ne Gonee 0,5 %;
ketorolac: / Hixe mpenena KOMUYECTBEHHOTO
1-ruapokcuaHaior onpenenennst (ITKO = 0.032 %)
KETOPOJIaKa
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ue 6onee 0,8 %;
1-keToaHaNOT KeTopoJiaka
unidentified impurity / 0.02% not more than 0.5 %; / re 6omnee 0,5 %;
eAMHUY Has
HeuaeHTUHUIMPOBAHHAS
MPUMECH
total impurities / R 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
CyMMa IpumMecei
8 Water content / 24 % Not more than 7.0 %. /
Copep:xkaHHe BOAbI He 6onee 7,0 %.

Remarks: The Product conforms to ND/
1 lpumeyanue: |lpoaykT coorBeTcTBYeT TpebopaHusaM HJI

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
I[TpoepeHo: Pardeep Kumar

L

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens
Amit Kumar \

(.-

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

I
L]

Registerad 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.drreadys.com




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

Qe
DI’. ReddY’S q.... Yill. Khol, Nalagarh Road, Baddi,

Diste. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS .. . -, -ccamg no
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CEPTH®HUKAT AHAJIU3A |\ diroddvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykt: Keropoa® xenpece (keroponak) Ta61eTKH, AUCHePrHpyeMbie B MONOCTH PTa, 10 mr

Market / Prinox :Russia / Poccus ]

Batch No / - V2501004 Batch Quantity / ; 3600000 tab /

Cepus Ne Oo0bem cepan 3600000 Tab

Analytical Repo:‘t No/ . 040002942708 Date of Analysis / . 97.05.2025

AHanuTHYeCKHi oTuer Ne JlaTa anajnsa

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

JaTta npoH3BOACTBA T'open no

Mfg. License No. / . o

IIpon3BoacTBeHHas : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-
Homep PY RU)

JHuen3zust Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ C1p. 6 u3 9

'No

No Test / Iloka3zaTesb Results / PesyabTaTtsl Specification / Hopma
9 Residual solvents / OcraTouHble OpraHM4yecKHe pacTBOPHTENH
Isopropyl alcohol / 6 pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 6 MKr B TabneTke He Gonee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Muxpo6uonorudyeckan yucrora™

Total Aerobic Microbial not more than 10> CFU/g; /

Count / obl1uee 4uciIo NA He 6onee 10° KOE/T;

a3pOOHBIX MUKDO-

OpraHu3MoB

Total Combined Yeast and not more than 10> CFU/g; /

mold count / o01iee yHcIO NA He Gonee 10° KOE/T;

JPOSKKEBBIX M IUIECHEBBIX

rpubor

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of desage units / 32 Acceptance value (4V) not more than
OauopoaHoOCTb 15.0 Tlokazatens npuemiaeMoctu (4V)
JO3UPOBAHHDBIX €IHHHIL JomkeH ObTh He Hornee 15,0.

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

[Npumeuanue: [Ipoxykr cootBeTcTBYET Tpebosanusm HJL Zaxmouenne: OJJOBPEHO

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

[Noxarotosneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoauTesb
W‘k‘ _ Q‘[ Amit Kumar A

il = /\ —
Reprint Date / ‘ Reprint Date / Reprint Date / !
Hara: 27.05.2025 Hara: 27.05.2025 Hara: 27.05.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2239, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.Urreddys.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 1 +91 98166 56001 02

CEPTU®UKAT AHAJIU3A

www.drreddys.com

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

poaykr: Keropon® Dxcnpece (keroposiak) Tab/ieTk, AHcneprupyemMeie B moaocT pra, 10 mr

Market / Poinok :Russia / Poccust -

Batch No / i Batch Quantity / 3600000 tab /

Cepusa Ne I VERIODE O06neM cepaH " 3600000 tab

Analytical Repourt No/ - 040002942708 Date of Analysis / . 27.05.2025

AHajiHTHYECKH#H oTyeT Ne JlaTra aHaJu3a

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

JlaTa npon3BOACTBA I'ogen 10

Mifg. License No. / . .

ITpousBoacTBeHHAS : MNB/05/263 RS excy) . SEN(U04562)(EIS
Homep PY RU)

JHnen3us Ne

Analysis performed according ND: / Anaiu3 nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page70f9/Crp. 7u39

onpeaesieHHe

ioo Test / [TokazaTenn Results / PesyabTaThl Specification / Hopma
12 Assay / KoninuecTBeHHOe 10.0 mg/ 10.0 mr From 9.0mg to 11.0 mg of
(99.9 %) C15H3NO;3C4H 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 Mr CisH1aNO3+C4H11NO;3
(ketoponaka TpoMmeramuH) (ot 90,0 mo
110,0 % oT 3asBIEeHHOTO KOJIMYECTB2) B
TabNeTKe.

13 Butylhydroxyanisole
content / Cogepxxanue
OyTHArHAPOKCHAHH30M1A

0.0941 mg/tab /
0.0941 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr B TabieTke.

14 | Package description /
OnucaHue yNaKoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
onuctepe u3 (ITA/AJVIID ¢
prnaromoraotureaem/II5BIT)
donwru // (I13/AJ1) ¢onsru. Ilo
2 6amcTepa BMECTE C JIMCTKOM-
BKJIQ/bIIIEM B nayKy
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 Tabnerox B
onuctepe u3 ITA/AJITID c
puaronornotuteneM/IIOBIT)  donsru //
(I13/AJT) doneru. Mo 1 unu 2 6nucrepa
BMECTE C JIMCTKOM-BKJIAJBIIEM B NA4Ky
KapTOHHYIO.

Remarks: The Product conforms to ND/

IMpumeuanue: [Tpoaykr coorBeTcTBYET TpebopanusaM HJI

Conclusion: APPROVED /
3axmwuenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
Omo6peHo: Menemxkep / PykoBonuressb
Amit Kumar

N>
A

n)

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.cuoin




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

@e
Dr. Red dy,S ‘.... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS .. .01 93166 56001-02

CEPTHU®UKAT AHAM3A v drreddys.com

Product : Ketorol Express (ketorolac) Orally Disi_ntegrating Tablets 10 mg
Mpoaykr: Keropoa® Ixcmpece (keTopoiak) TabaeTKH, {HCHIEPrupyeMble B OJOCTH pTa, 10 mr ]
Market / Poinok :Russia / Pocenst
Batch No/ . Batch Quantity / 3600000 tab /
Cepus Ne | 2501004 O6bem cepiu 3600000 Tab
Analytical Repourt No/ . 040002942708 Date of Analysis / . 97.05.2025
AdanHTHueckuii oTyer No Jlara anaausa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npoussoacTsa T'omen o -
Mfg. License No. / . o
IIpounsBoacTBeHHast : MNB/05/263 MAmUmberY) : il e a U
Homep PY RU)
Junen3ust Ne
Analysis performed according ND: / Ananus nposegen no HJL: j_]_ﬂ—NE(GO-"-ﬁﬁ_Q)-{PF—RU)—190224 1

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.

* [Ipu BbINyCKe JeKapCTBEHHOTO NpenapaTa KOHTPOJIb Ka4ecTBa Mo nokasatesio « MuKpo6Hoaornieckas
YHCTOTa» NPOBOAUTCS ANst Kaxnoii 20-0if cepyM, MU IS OAHOI cepuM B rofl, B 3aBHCHMOCTH OT TOr0, YTO
HACTYIHT paHblile.

API name / Haumenosanue APC: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH
INN/MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABSH001207

Howmep cepnn nponzsoautens APC:

FP Manufacturer API Batch number /

Homep cepun cyOCTAHIIHH NPOH3IBOAHTEJIA FESA00157

TJ10:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Iponssogutean ADPC, cTpana: J-p Penau'c JlaGoparopuc Jlta., Huauns

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) /

HaumMeHOBaHHe, apec, THHEH3HA JJIs J-p Pepau’c Jlabopatopuc JIta., Maaus, IIpoussoncTeeHHoe
HpounssoacTeenHas muomagka / Ilnomanka noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bagau, JJucTpukr
KOHTpoJsl KavecTsa / Ilnomaaka BeImycKa Conan, X.I1., 173205, Muana (nunensus somep 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 /

ITpumeuanue: IIpoayKT COOTBETCTBYET tpeboBanmsaM H]T Baxmouenune: OJOBPEHO

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

IMoarororaeHo: Ramakant Iposepeno: Pardeep Kumar | Onobpeno: Menemiep / PykoBopuresn
o r' Amit Kumar - L

Reprint Date / \ Reprint Date / Reprint Date /

ara: 27.05.2025 Jara: 27.05.2025 Jara: 27.05.2025

Registered Office: 8-2-337, Roaa No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.dreddys.cu



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

®o
Dl’. Red dY,S ‘_... Vill. Kho!l, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol : 491 93166 56001-02

CEPTU®HUKAT AHAJIN3A www.drreddys.com

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

Hpoaykr: Keropoa® Dxenpecc (keTopoaak) TabjIeTKH, AHCIeprEpyeMble B nogocTs pra, 10 mr
Market / Poinox :Russia / Poccus ]
Batch No / . Batch Quantity / 3600000 tab /
Cepua Ne g V2501004 O0BeM cepHH " 3600000 Tab
Analytical Repovrt No/ - 040002942708 Date of Analysis / . 97.05.2025
AnanuTHYeCKHH oTueT Ne JlaTa anHanmm3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npousBoacTBa TI'ogen oo -
Mifg. License No. / ) .
IIpon3BoJcTBEHHAS : MNB/05/263 BYAmUTBEY:, ) WLy

Homep PY RU)

JIHIeH3usA Ne
Analysis performed according ND: / Ananus nposeaen 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».

3akar0YeHHe 0 COOTBETCTBHH: «HacToAmMM s IOATBEPXKIAIO, YTO MPUBEICHHAS BbIMIEe HHYOPMAIUS ABJICTCI
JTOCTOBEPHOM M TOYHOM. DTa cepHs NPOAYKIMH MpOou3BeleHa (BKIIOYas YINAaKOBKY (MapKHPOBKY) M KOHTDOJb
KadyecTBa) Ha BHIIIEYKa3aHHOM IIPOM3BOACTBEHHOHM IuTomIaAke (IUIOIIAfKaX) B IIONHOM COOTBETCTBUM C
TpeboBanmsMH [IpaBui Hamlexarneil NPOM3BONCTBEHHOM MPaKTHKH EBpasHiiCKOro 3KOHOMHYECKOTO corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 TpeOOBaHUAMHE KOHTPOJIS KA4eCTBA JICKAPCTBEHHBIX CPEIICTB,
a TaKKe B COOTBETCTBHH CO CHeNUMUKALMIMY, COACPKAIIUMHUCA B PETHCTPAlIHOHHOM I0ChE CTPAHBI-UMIIOPTEDA.
3aIMCH N0 IPOM3BO/ICTBY, YIIAKOBKE ¥ aHAIM3Y IIPOBEPEHBL, M YCTAHOBIECHO HX COOTBETCTBHE TpeGoBaHuAM [IpaBui
HaJIeXAIlel IIPOU3BOJICTBEHHON HpakTHKK EBpa3suiickoro 3K0HOMHYECKOTO COK03a».

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

ITpumevanue: [IpooykT cooTBETCTBYET Tpeboranusam HJI 3akmwouenue: OJOBPEHO

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

IMoarorosneno: Ramakant ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykogoauteb
) @Cﬂ“ QL_————' Amit Kumar A e

I
Reprint Date / Reprint Date / Reprint Date / '
Hara: 27.05.2025 Hara: 27.05.2025 Hata: 27.05.2025
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