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CEPTU®UKAT AHAJIM3A  www drraddys.com

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

Ipoaykr: Keropon® Ixcnpecc (keroposiak) Tab/1eTKH, AHCHEPrHpYeMble B I0J10CTH pTa, 10 Mr I}

Market / PoiHoK :Russia / Poccus

Batch No / ) Batch Quantity / - 3600000 tab /

Cepus Ne  Vi2etiaps O0Bem cepun © 3600000 Tab

Analytical Repovrt No/ . 040002985779 Date of Analysis / . 30.06.2025

AHanuTHYECKHH oTUeT No JlaTa anaanza

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JarTa npon3BoacTBa I'ogen mo

Mfg. License No. / . 3

ITpousgoacTBeHHas - MNB/05/263 MA number: / s EANE(OIAG62) (RIS
Homep PY RU)

JHOeH3us Ne

| Analysis performed according ND: / Ananu3 nposenen nmo HJI: JITI-Ne(004669)-(PT'-RU)-190224
Pagelof9/Crp.1m39

1}00 Test / [lokasaTenn Results / PesyabTaThi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrisie
side. / Kpyrible miockue miockue Tabnetku ¢ dackoi, cBeTno-
TabneTku ¢ $hackoif, cBeTI0- JKENTOro LBeTa C IPaBHPOBKOH «I» Ha
HKEJNTOro LIBETa ¢ IPaBHPOBKO OJIHOMH CTOpPOHE.

«l» Ha ofHOI CTOpOHE.

2 Identification / UnenTudurkauus

Ketorolac / Kemoponak Complies / CooTBeTcTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-criekTpbl NOrMOLLIECHUS
HCTILITYEMOTO  PacTBOpa H  pacTBoOpa
CTaHJapTHOro  ofpasua  KeTopoJlaka
TpOMeTaMHHa JOJIXKHBI UMeTb
MaKCHUMYMbI IIDH OJHOH M TOM Xe IJIMHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykt coorBeTcTByet Tpeboranusam HJJ 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: Ra nakaufe\ ITposepeno: Pardeep Kumar | OnobpeHo: Menemxep / PykoBoaurens
4 Amit Kumar

_@Uu\tﬂd/'-" \'_.BL/ A./ —_\/
Reprint Date / 1 Reprint Date / Reprint Date / 1
Hata: 30.06.2025 Hara: 30.06.2025 Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTHOUKAT AHAJIU3A www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa®™ Ixcnpece (keTopoaak) Tabiuerku, Aucneprupyemsie B MoJOCTH pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne 8 VEoUaes O6beM cepnn ' 3600000 Tab

Analytical Repourt No/ - 040002985779 Date of Analysis / . 30.06.2025

AHanuTHYIeCKHH oTueT Ne JlaTa aHaau3a

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027

JaTa npoH3BOACTBA T'onen xo

Mfg. License No. / ) .

TlpoussoacTBeHHAs : MNB/05/263 MA number: / SIS (OS669)- (P
Homep PY RU)

JanpeH3ns Ne

Analysis performed according ND: / Anaan3s npoeeges mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
- Page2 of 9/ Crp. 2 u3 9

Test / IlokasaTenb Results / PesyabTaThl Specification / Hopma

' No
No

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 yaepKUBaHUS
OCHOBHOTO TIMKa Ha XpoMaTorpamme
HCTIBITYEMOTO pactBopa NOJIKHO
COOTBETCTBOBATH BPEMEHH yAEPKUBaHUA
OCHOBHOTO IMHKa Ha Xpomarorpame
pacTBOpa CT@aHAapPTHOTO obpasua
KeToponaka  TpoMeTamuna  (pazzen
«KonuuecTBeHHOE ONpeeeHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: Ilpopgykr coorBercTRyeT TpeboBanusmM HJJ 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroemexo: Ramakant ITposepeHo: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauresb

(¥ \eml Amit Kumar \
Reprint Date / ' Reprint Date / Reprint Date / L
Jlarta: 30.06.2025 JHara: 30.06.2025 Jara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +31 40 4800 2900, Fax: +91 4G 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keroposa® Ikcnpece (keroponiak) Tab/1eTKH, JucneprupyemMpie B NoJ10¢Tu pra, 10 mr

Market / Poinox :Russia / Poccust

Batch No / . V2501323 Batch Quantity / : 3600000 tab /

Cepus Ne O6bem cepuu 3600000 tab

Analytical Repovrt No/ - 040002985779 Date of Analysis / . 30.06.2025

Axanurrdeckuii oruer Ne JlaTa ananuza

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
 JlaTa npoH3BOACTBA T'onen no

Mfg. License No. / . .

IIpousBoacTBeHHAS : MNB/05/263 MA number: / : SISO 66~k

Homep PY RU)
JaHnen3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-N2(004669)-(PI'-RU)-190224
Page3of 9/Crp. 3 u3 9

1;,2 Test / [lokaszaTenb Results / PesyabTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymuneudpoxcuanuszon 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). / Bpewmena
yIepXKUBAHUS [TUKOB
2-0yTUNTrUAPOKCHAHU3011a u
3-6yTUNrHaIpOKCHAHU3051a Ha
JHPOMATOrPAMMO HOMLITYOMOTO PacTDopa
HOJDKHBI  COOTBETCTBOBAaTH  BpEMEHaM
yIEPKUBAHHS MTHKOB
2-6yTUNTHAPOKCHAHU30Ma U
3-0yTHATHAPOKCHAHU30M1a Ha
XpoMmarorpaMMe pacTBopa CTaHAApTHOIO
obpasua OyTuiraapoxcuanusona (paszaen
«ConepxaHue
OYTUITHAPOKCHAHU30NIA).

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

TTpumeyanwe: [Tpoaykr cootrBercTBYeT TpeboBanusm HJI 3akawuenne: OJJOBPEHO

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

Iloarotosneno: Ramakant [posepeno: Pardeep Kumar | Omo6peno: Menemxep / liyxosonmenb

p Amit Kumar
Dkl el A
Reprint Date / \ Reprint Date / Reprint Date / '
Jara: 30.06.2025 Hara: 30.06.2025 Harta: 30.06.2025

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@drredays.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTHOHUKAT AHAJIU3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa” Sxenpece (keToponak) TabaeTiu, AucueprupyeMbie B moJoctu pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne ¥ V2301323 O6bemM cepHH " 3600000 Tab

Analytical Repourt No/ - 040002985779 Date of Analysis / . 30.06.2025

AHaJIHTHYeCKHH oTueT No Jlara anaanza

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027

Jdara npou3BoacTBA Tonen 1o

Mfg. License No. / . .

ITpouszBoacTBEHHast : MNB/05/263 MA number: / : SHHIENE (004662 =B
Homep PY RU)

JHeH3us Ne

Analysis performed according ND: / Auanns nposeaen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224

Page4 of 9/Crp. 4 m39

1;00 Test / [Toka3zaTenb Results / Pe3yabTaThI Specitication / Hopma
3 Average weight / Cpeanss 68.8 mg / 68.8 mMr 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 %;
OaHOPOAHOCTL MaCChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oomee = 10 %;
2/20 tabnetok — He Gonee + 20 %.
4 Disintegration time / 00 min 17 sec / 00 muH 17 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocthb
5 Dissolution / PacTeopenue Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
Unit-2 / Ta6n2 97 9% CisH; 3NO3_’C4H.11NO3 ' (ketorolac
tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 97 % 75 % Q Ci5H13NO3+C4H1NOs
. (keTopoJiaka TpoMeTaMHH) Yepe3 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabx-5 99 %
Unit-6 / Tabn-6 99 %

Remarks: The Product conforms to ND/
[pumedanue: Ilponykt coorsercTryeT Tpebopanusam HJI

Conclusion: APPROVED /
3axirouenne: QJJOGPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoautenb
Amit Kumar /\ &

—
—

dolul
Reprint Date / i

Jara: 30.06.2025

Reprint Date /
Hara: 30.06.2025

Reprint Date/ '
Jara: 30.06.2025

Registered Office: 8-2-337, Rozad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia
Tel: +31 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85125AP1984PLC0O04507

www.drreddys.com
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iProduct : Ketorol Express (ketorolac) Orally Digintegrating Tablets 10 mg

[IIpoaykt: Keropoa® Dkcnpece (keTopoak) Ta6iaeTkH, AUCIEprHpyeMble B H010CTH pTa, 10 Mr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / - 3600000 tab /
| Cepus Ne - V2501323 O6Bem cepun " 3600000 Tab

Analytical Repourt No / . 040002985779 Date of Analysis / . 30.06.2025

AnanurTndeckuit oruet Ne JlaTa anaamsa

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JlaTa npousBoacTsa Tomen g0

Mifg. License No. / . .

IIpousBoacTBeHHAas : MNB/05/263 MA number: / : e (ODAE65)-El=

Homep PY RU)
JHnen3us Ne

Analysis performed accoraing ND: / Ananuz nposexed o HJL: JITI-Ne(004669)-(PT-RU)-190224

Page5Sof 9/ Crp. S5m3 9

JncnepeHoOCTh

NNS Test / [loka3zaTesnnb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / Co_OT;emTByeT A uniform suspension passing through a

710 um sieve is formed. / O6pasyercs
OJHOPOAHAsE CYCHEH3Us, MPOXOIsias
CKBO3b CHUTO C pa3sMEpOM OTBEPCTHUi
710 Mxm.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /

not more than 0.5 %; / He Gonee 0,5 %,;

Couep)lca HHE BOIbI

) 0.0036 %

-TUIPOKCHAHATION
KeToposnaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %;
1-KETOAHANOT KETOPOIaKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
eMHUYHas ’
HENACHTHAHUIIMPOBaHHAS
NpUMECh
total impurities / 0.1% not more than 1.0 %. / ue Gonee 1,0 %.
cyMMa NpuMecei

8 Water content / 2.5 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/

{ipumeuanue: lIponykr cooTBercTBYeT TpeboBanusam HJJ

Conclusion: APPROVED /
3axkmwouenue: QJJOBPEHO

Prepared by /
IToarotosnenc: Ramakant

B

Checked by /
[IporepeHo: Pardeep Kumar

 —

Approved by: Manager/Executive /
Onobpeno: Meuemxkep / Pykosonutesns

Amit Kumar /\ A
o
—

|

Reprint Date /
Hara: 30.06.2025

Reprint Date /
Hara: 30.06.2025

Reprint Date / '
Jlara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Eanjara 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 Lid.

Formulation Unit-6
yill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

[ I <Al aTa T I T
Tel 391 56160 560Ui-ua

CEPTUPHUKAT AHAJIU3A . drreddys.com
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopoa® Dxcnpecc (keTopoJak) TabjieTKH, ANCIEPIHPyeVble B NIOJI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / i Batch Quantity / 3600000 tab /
Cepnsa Ne + V2501323 Obbem cepum " 3600000 Tab
Analytical Repourt No / - 040002985779 Date of Analysis / . 30.06.2025
AHa/IHTHYeCKHH oTueT No JlaTa aHa/JH3a
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027
JaTta npou3BoacTBa TI'oxen no
Mfg. License No. / .
IMpousBoacTBeHHAA : MNB/05/263 T L : JIII-Ne(004669)-(P1 -
Homep PY RU)
aHneH3Ha Ne
_Analysis performed according ND: / Ananus nposenen no H/T: JIII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 n3 9

I;.:’ Test / [lokazaTeb Results / Pe3yjbTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHM4ecKHe pacTBOpUTENH
Isopropyl alcohol / 21 pg/tab/ Not more than 350 pg/tab. /
H3onponanon 21 Mkr B TabieTke He 6onee 350 mkr B TabneTke.

10 | Microbiological purity*/ Muxpo6Hosorudeckas uncrora*

OaHoOpoOAHOCTH
JD03HPOBAHHBIX €AMHHULL

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob1ee 4HCI0 He 6onee 10° KOE/r;
a3pOOHBIX MUKPO-
OpraH13MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / ob1ice yrco nie 6anee 102 KOE/r;
APOIGKCBLIX ¥ IDICCIICBLIN
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity of dosage units / 4.6 Acceptance value (4V) not more than

15.0 IToka3atenb npuemieMocTd (A V)
NIOBKeH OBITH He Oonee 15,0.

Remarks: The Product conforms to ND/

[Tpumedanue: [Tpoaykr cooTBeTcTBYeT TpeboanusM HJI

Conclusion: APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by /
IToarotorneHo: Ramakant

Ao

Checked by /
ITporepeHo: Pardeep Kumar

L —

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoautens
Amit Kumar /\ A\

Reprint Date / !
Jata: 30.06.2025

Reprint Date /
Mara: 30.06.2025

Reprint Date/ '

Jara: 30.06.2025

Registered Office: 8-2-337. Rozd No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Read, sadd,
Distt. Sofan, H.P, 173 205, INDIA
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[ I e T IRR V  WA

CEPTUPUKAT AHAJIU3A

www.drreddys.com

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

Hpoaykr: Keropoa® Dkenpece (keTopoiak) TabaeTKH, ANCHEPrHpyeMble B OJOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne gV O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002985779 Date of Analysis / . 30.06.2025

AHauTHYecKHH oTueT Ne JlaTa ananu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jarta nponsBoacTBa Tonen no

Mfg. License No. / . >

ITpouzBoacTBEHHAN : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT -
Howmep PY RU)

Junenzua Ne

Analysis performed according ND: / Auanus npoexen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 70f 9/ Crp. 7 n3 9

o Test / [Toka3zaTesn Results / PesyabTaTht Specification / Hopma

Ne

12 Assay / KosinuecTBeHHOE 9.9mg/9.9 mr From 9.0mg to 11.0 mg of
omnpejeneHue (99.4 %) Ci5H3NO;°C4H | (NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o0
11,0 Mmr C1sH13NO;3*CsH 1 NO3
(ketoponaka TpomeTamus) (ot 90,0 no
110,0 % oT 3asBJICHHOr0 KOJHUYECTRA) B
TabneTKe.

13 Butylhydroxyanisole
content /
6y THJIrHAPOKCHAHU30J1a

CoaepxkaHue

0.0971 mg/tab /
0.0971 mr B TabneTke

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

14 Package description /
UnHcaHye yNMakoBKH

10 tablets in a blister of
(PAJAL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nucrepe u3z ([TA/AJI/TID ¢
Bnaronornaorutenem/I1OBII)
tonwru // (II3/AJ1) donsru. Ilo
2 6nucTepa BMECTE € JIMCTKOM-
BKJIAABIILIEM B MauKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccanty/HDPE) tol // (PE/AL) loil. 1 or
2 blisters with patient information leaflet
in a carton pack. / [lo 10 TabiaeTox B
Onmcrepe u3 (TTA/AJVTID c
snaronoriaotutenem/IIOBIT) ¢onsru //
(IT3/AJT) doneru. Ilo 1 wau 2 Gnucrepa
BMECTE C JINCTKOM-BKJIaJbILIEM B MUKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
Ipumeuanue: [Mponyxt cooteeTcTByeT Tpeboranusm HJ[

Conclusion: APPROVED /
3akarouenune: OJOGPEHO

Prepared by /

IToarorosneno: Ramakant

A

1{} L/

Checked by /
ITposepeno: Pardeep Kumar

f
o

p—

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBogutens

Amit Kumar /\/ N
A . /

Reprint Date /
Hara: 30.06.2025

\

Reprint Date /
Hara: 30.06.2025

Reprint Date / !

Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



[ X
Dr.Reddy’s ‘,‘."

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

vill. Khot, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INGIA

CERTIFICATE OF ANALYSIS - . .

Lo o sy (T’ N7
HE B N SR & BRIV VAU) VR A

CEPTUO®UKAT AHAJIN3IA wiww.drraddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10_m_g ]
Mpoayxr: Keropoa® Ixcnpece (keroponax) Tadiierks, AHcneprupyemseie B M0J0cTH pra, 10 mr —_
Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne + V2501323 O6bem cepun " 3600000 Tab
Analytical Repog*t No/ . 040002985779 Date of Analysis / . 30.06.2025
AHanuTHYecKHi oT4eT No JaTta ananu3a
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTta mpon3BoacTBa I'ogen oo
Mg, License No. / ‘ MA number: /  JIII-Ne(004669)-(PT-
IIpouzBoacTBeHHan : MNB/05/263 :
Homep PY RU)
JHnen3usa Ne R
Analysis performed according ND: / Ananns nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Ctp. 8 n3 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 BBITYCKe JIEeKAPCTBEHHOrO NPenapaTa KOHTPOJIb KauecTBa 10 NokasaTeaio «MukpoGuoioruyeckas
YHCTOTAY MPOBOAUTCS AJIs1 Kaxnoii 20-0if cepun, WM QJISI OJHOM cepHH B rol, B 3aBUCHMOCTH OT TOr0, YTO

HACTYNHUT paHbLE.

API name / Haumenosanue ADC:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npounzpoantes APC:

ABSHO001108, ABSH001207

FP Manufacturer API Batch number /
Homep cepuH cyO0cTaAHIHH NPOH3BOJMTES
TJI®:

FESA00215, FESA00168

API Manufactured by & country /
IIpousBoautens AD®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlaboparopuc Jlta., Unans

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

HaunmeHoBaHHe, agpec, JHUEH3H 1JIs1
ITpouzpoacTBenHas miowaaka / [Inomanka
KoHTpOJs kauecTBa / Illomaaka Beimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Pennu’c JlaGoparopuc JIta., Unand, IIponzsoacTeeHHOe
noapasaenenvie-6, Bumn. Kxons, Hanarapx Poyn, banou, JIuctpukr
Conan, X.I1., 173205, Uuaus (nunensus nomep 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/

1ipumeuanue: 1IpoAyKT COOTBETCTBYET TpeboBauuaM H /|

Conclusion: APPROVED /
3axkmouenne: OJUbPEHO

Prepared by /
IMoarorosneHo: Ramakant

&)

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoaurens
; Amit Kumar A

r:‘;‘._]’_— - /\/ —

Reprint Date / [
Hara: 30.06.2025

Reprint Date /
JHarta: 30.06.2025

Reprint Date / v
Jata: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4300 2900, Fax: -+91 40 4900 2999, Email: mail@drreddys.com

CIN: L851S5AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Lid
Formulation Unit-6

(1)
Dro Red dy,s ‘.... vill. Kho!, Nalagarh Read, Baddi,

Distt. Sotan, H.P., 173 205, iNDiA
CERTIFICATE OF ANALYSIS

—_—t WD D EReT s SR OGS
1@ +YL JOioe Juvuitue

CEPTHUO®UKAT AHAJIM3A . drradelys.com

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

Iponykr: Keropon® Jxcnpece (keTopoak) TabaeTKH, AHCHEPTHpyeMble B MOJOCTH pTa, 10 mr

Market / PoiHoK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepnsa Ne # VEQES O0bem cepun " 3600000 Tab

Analytical Repo\}‘t No / . 040002985779 Date of Analysis / . 30.06.2025

AHaJIHTHYeCKHI oTueT No JlaTa anajau3za

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JaTa mpon3BoacTBa I'omen no

Mfg. License No. / . .

IIpon3BoacTBEHHAS : MNB/05/263 B EADEr: # . JHI-Ne(004669)-(PT-
Homep PY RU)

Junen3ust Ne -

Analysis performed according ND: / Anasiu3 nposenes 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».

3akaroueHHe 0 cooTBeTeTBHM: «HacTosAmyM s OATBEPXKIAI0, YTO NPHUBEICHHAS BbIIe HH(QOPMAIUS ABIAETCS
JIOCTOBEPHO} M TOYHOM. DTa cepHs NPOAYKIMH NpOM3BeficHa (BKNIOYAs YNMAKOBKY (MapKHUPOBKY) W KOHTDOIb
KauecTBa) Ha BBIIIEYKA3aHHOW NPOU3BOACTBEHHON IUIOINAAKe (IUIOIIAAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanuaMu [IpaBun Hamjexaniel npoM3BOACTBEHHON MpakTHKK EBpasuiickoro 5KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeGOBaHUAMHE KOHTPOJIS Ka4eCTBA JIEKAPCTBECHHBIX CPENICTB,
a TaKk€ B COOTBETCTBUH CO CHENHGUKAIIMIMH, COASPIKAIIAMUCSA B PETUCTPAlHOHHOM JIOChe CTPaHBI-UMIIOpTEpA.
3A1IMCH 110 LPOM3BOACTBY, YIAKOBKE M dHAILM3Y IIPOBEPCHDL, U YCTAHOBIEHO UX COOTBETCTBHE TpeGoBaHusM [ IpaBiit
HaJJIeXKAalIel IPOU3BOACTBEHHOM MpakTHKH EBpasHiicKoro 3KOHOMHYECKOTO COK03ay.

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

TIpumevanue: IIpoaykTt cooTeTcTByeT TpeboBaHusam HJT 3akmouenne: OJOBPEHO

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

IToprorosneno: Ramakant r [TpoeepeHo: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBoaurenb
J\M\U}/ = )_f,_--—— Amit Kumar

Reprint Date / i Reprint Date / Reprint Date/ '

Hara: 30.06.2025 Hara: 30.06.2025 Mara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
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