Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIM3A

Tel : 461 68166 56001-02

JWW.ATE! !

Product : Ketorol Exms_s (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropon® Jxcnpece (keTopoaak) TabyieTKH, AHCIIeprHpyeMble B MOJOCTH pTa, 10 Mr

Market / Poinox

:Russia / Poccus

Batch No / - V2501219 Batch Quantity / 3600000 tab /

Cepusn Ne ' O6Bem cepnn " 3600000 Tab

Analytical Repovrt No/ - 040002969558 Date of Analysis / . 21.06.2025

AnaguTHueckHii otuer No JlaTa ananu3za

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

Jdara npousBoacTBa T'open no

Mfg. License No. / . o

IIpousBoAcTBEeHHAS : MNB/05/263 SO MUIDEre SN (004660)= (BT
Homep PY RU)

JHneH3Hs Ne

Analysis performed according ND: / Anaiun3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Pagel1of9/Crp. 1 m39

No | . .
o Test / IToka3zaTennb Results / PesyabTaTthl 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. / Kpyribie
side. / Kpyrisle rmiockue miockue TabneTku ¢ dackoif, cBero-
Tabnerku ¢ $packoii, CBETIO- JKEJITOr0 I[BETa C TIpaBHPOBKON «I» Ha
JKeJITOro LIBETA C IPaBUPOBKOIi OJIHOI1 CTOPOHE.
«|» Ha OJJHOM CTOpOHE.
2 Identification / MaenTuduxanus .
Ketorolac / Kemoponak Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac tromethamine standard solution
should have peaks at the same wavelength
(* 2nm). / Y®-ciekTphl MOFJIOLIEHUSA
HCIBITYEMOrO pacTBOpa M pacTBopa
cTaHJapTHOro  ofpasua  keTopoJsaka
TpOMeTaMHHa JIODKHEI HUMETH
MaKCHMYMEI TIPY OJHOM U TOH e IJIMHE
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Hpumeuarue: Hpoayxt cooTBeTcTBYeT TpeboBanmsamM HJI

Jaka

Conclusion: APPROVED /

wuyenue: OJOBPEHO

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

Iloarorosneno: Sarita” IIposepeno: Pravesh Rana / | Onobpeno: Menemxkep / PykoBoautesns
)‘y / Amit Kumar A

Reprint Date / Reprint Date / Reprint Date / i

Harta: 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: Lt85195AP1984PLC004507
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 AHAJIM3A

Tel : +81 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcnpece (keTopoaak) Tabaerk, Ancneprapyevbie B nogoctn pra, 10 M

Market / Prinok

:Russia / Poccus

Batch No / - V2501219 Batch Quantity / 3600000 tab /

Cepusa Ne ' O6nem cepun ~ 3600000 Tab

Analytical Report No/ . 040002969558 Date of Analysis / - 91.06.2025

AHaTHTHYeCKHH oTUyeT No Jara ananu3za

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

JaTa npou3BOACTBA T'onen oo

Mfg. License No. / . o

IpoussoacTBeHHAN : MNB/05/263 AT TIUmGER: j SRR (0U662) (ET
Homep PY RU)

Junenzus Ne

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

Page2of 9/Crp.2 w39

No |

No Test / [Tloka3aTennb

Results / Pe3yabTaTsl

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). / Bpems ynepxuBanus
OCHOBHOIO IMKa HAa XpOMaTorpaMme
HCIILITYEMOTO pacTBopa JTOJIKHO
COOTBETCTBOBATh BPEMEHH YAECPKHUBaHHUA
OCHOBHOr0 IMHKa Ha XpOMaTorpaMme
pacTtropa CTaHJAPTHOTO obpasia
KeTopojaka  TpoMeramuHa  (pasnen
«KonuuecTBeHHOE OnpeneNeHNe).

Remarks: The Product conforms to ND/
Ilpumeuanme: Hpoaykr cootBercTByeT Tpedbosanusam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Jata: 21.06.2025

Jara: 21.06.2025

Prepared by / Checked by / . | Approved by: Manager/Executive /
TToaroroBneHo: Sarita g Ilposepeno: Pravesh Rana / Ono6peno: Menemxep / Pykoronutens
e / | Amit Kumar _ U
-~ - /\. /
Reprint Date / Reprint Date / Reprint Date/ |

JHata: 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: L85195AP1984PLC004507

www.drreddys.com




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

@
Dr. Reddy’s ‘.0. Vill khol, Nalagarh Road, Badd,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A Tel : +21 28166 56001-02
= = www.drreddys.com o
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Ikempece (Keroposak) Tab/IeTKH, IMcHeprupyemblie B M0JOCTH pra, 10 mr
‘Market / Poinok :Russia / Poccus
Batch No / - . V2501219 Batch Quantity / 3600000 tab /
Cepns Ne ' O6bem cepHH " 3600000 Tab
Analytical Repo:'t No/ . 040002969558 Date of Analysis / . 21.06.2025
AHanuTHuecKui oTUeT Ne Jara anaansa
Date of Manufacture / . 05/2025 Date of Expiry / . 0472027
Jara npousBoacTBa T'ogen no
Mfg. License No. / . o
IIpousBoscTBeHHAs : MNB/05/263 IVEA T D e X SIENe (COEG00)S IS
Homep PY RU)

aHnenzusi Ne
Analysis performed according ND: / Auaian3 nposexer no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page3of 9/Crp.3m39

ioo Test / [TokazaTeb Results / PesynabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2-
Bymunzudpoxcuanuszon 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). / Bpemena
YIEPXKHUBAHHS ITHKOB
2-6yTHITHAPOKCHAHHA30J1a 74
3-6yTHNTHAPOKCHAHN301a Ha
XpoMaTorpaMMe HCIBITYEMOTI0 pacTBOpa
HOJDKHBI  COOTBETCTBOBAaTh  BpPEMEHaM
YAep)KUBAHUS THKOB
2-6yTHITHAPOKCHAHU30JIa U
3-0yTHITHAPOKCHAHU30Ma Ha
XpoMaTorpaMMe pacTBOpa CTaHAApTHOIO
obpazua OyTUNruaOpOKCHaHK30Ma (pasaen
«CoanepxaHue
Oy TUITHAPOKCHAHM3OIIAN).

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

Hpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanusam HJL 3akmwuenne: OJJOBPEHO

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

IMoarorosneno: Sarita 3 IpoBepeno: Pravesh Rana / | Onobpero: Menemxkep / Pykopomutens
y

}// | Amit Kumar /\/&}

Reprint Date / Reprint Date / Reprint Date / !
Jara: 21.06.2025 Jara: 21.06.2025 Hata: 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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s QT:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A

Tel : +91 8166 56001-02

WWW.ATedays. COITl

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Jxenpecce (keTopoak) TabjieTKH, AHCIIEPrHpyeMble B HOJIOCTH pTa, 10 Mr

Market / Prinok

:Russia / Poccus

Batch No / . V2501219 Batch Quantity / - 3600000 tab /

| Cepna Ne ' O6Bbem cepun " 3600000 Tab
Analytical Report No/ - 040002969558 Date of Analysis / . 21.06.2025
AHaJTHTHYeCKHI oT9eT No Jlara ananusa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTta npoH3BOACTBA T'onen mo
Mfg. License No. / . .
IlponsBoAcTBEHHAS : MNB/05/263 MIA: number: | , e IENE(OCE062) (s

Homep PY RU)

JHueH3us Ne

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

Page40of 9/ Crp. 4 u39

OOHOpPOAHOCTH MAaCChl

2,00 Test / IlokazaTenab Results / PesynbTaThl Specification / Hopma
3 Average weight / Cpennss 69.1 mg/69.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr mo 72,8 mr (70,0 mr £ 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Ttabneroxk — He OGosee + 10 %;
2/20 tabaetox — He 6onee + 20 %.

4 Disintegration time /
PacnagaemocThb

00 min 13 sec / 00 muH 13cek

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

5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 97% | Not less than 75% (Q) of
. CisH13NO3°C4H 1NO3 (ketorolac
[Umi2yaces J0IF tromethamine) in 15 min. / He menee
Unit-3 / Tabn-3 97% | 75% Q Ci5H13NO3C4H11NO;3
. (xeTopoiaka TpoMeTaMuH) uepes 15 MuH.
Unit-4 / Tabn-4 94 %
Unit-5 / Tabn-5 93 %
Unit-6 / Tabn-6 98 %

Remarks: The Product conforms to ND/
Hpumeuanue: [Iponykr coorsercTByeT Tpebopanusm HJJ

Conclusion: APPROVED /
3axsouenne: OJOBPEHO

Jara: 21.06.2025

Jarta: 21.06.2025

Prepared by / Checked by / , | Approved by: Manager/Executive /
IMonrorosneHo: Sarita / ITpoBepeHo: Pravesh Rana / Onobpeno: Menemxep / Pykosoauresnb
Q. ' Amit Kumar A
A /\ e
Reprint Date / Reprint Date / Reprint Date / {

Jlarta: 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: L85185AP1984PLC0O04507

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 AHAJIM3A

Tel : +61 £8166 56001-02
www.drreddy:

'Product : Ketorol Expre_ss_(_l;et;)rolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropon® Ikcnpecc (keTopoiak) TabieTKH, JUCIeprupyeMble B HOJI0CTH pTa, 10 Mr

Market / Poinox

:Russia / Poccus

Batch No / V2501219 Batch Quantity / 3600000 tab /

Cepns Ne ' O6nem cepun " 3600000 Tab

Analytical Repog't No/ . 040002969558 Date of Analysis / . 91.06.2025

ABaurHdecku# orueT No JlaTa aHau3a

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

JlaTa npou3BoAcTBa I'onen go

Mifg. License No. / . .

Ipon3BoacTBEHHAsS : MNB/05/263 MA number: / s ENS(004669) (ki
Homep PY RU)

JHIeH3Hs1 Ne

Analysis performed according ND: / Anaan3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

PageSof 9/Crp.5u39

JAucnepcHocTtb

7 _Impurities / IIpumecu

i.oo Test / Iloka3zaTenn Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpasyetcs
OHOpOJAHAasd CYCMEH3UdA, MpOXOsLias
CKBO3b CHTO C pasMepoM OTBEPCTHUiA
710 MKM.

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Hixe npenena o6napysxenus (I10 =

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

Copaep:xxanue BOAbI

l-rugpoxcuaHaior 0.0010 %)
KETOpoJIaKa
1-keto analog of ketorolac / not more than 0.8 %; / ue 6osee 0,8 %;
1-keToaHanor KeTopoiaka 0.06%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %,
eNUHIIHas 0.02%
HeuaeHTH(QUIIMpOBaHHAs
npuMech
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa npumeceit
8 Water content / 23 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/

Hpumeuanue: [Tpoaykr cooreTcTBYET Tpebopanusm HJI

Conclusion: APPROVED /
3akarouenune: OJIOGPEHO

Prepared by / Checked by / . | Approved by: Manager/Executive /
IMoxnroroeneno: Sarita IMpoeepeno: Pravesh Rana /" Onobpeno: Menemkep / PykoBonutesns
1 s A
Zg/ Amit Kumar /\ e
Reprint Date / Reprint Date / Reprint Date / v
Jara: 21.06.2025 Jarta: 21.06.2025 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 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC004507
www.drreddys.com




@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIN3A

Tel : +81 £8166 56001-02
o drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dxcnpecc (keroposak) TaGieTkH, AHCHeprupyemblie B 0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / - V2501219 Batch Quantity / 3600000 tab /

Cepug Ne ) O0BLeM cepBH " 3600000 Ta6

Analytical Repo:’t No/ - 040002969558 Date of Analysis / . 21.06.2025

AHamuTHYeCKHI oTueT No Jlara anaam3za

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

JaTa npou3BoacTBa Toxen mo

Mfg. License No. / . .

IlponsBoacTBenHas : MNB/05/263 MiAnumber: / _ JI=N(004669)~(PT=~
Homep PY RU)

JIMIeH3HsA No

Analysis performed according ND: / Apanns nposegen no H/I: JIII-Ne(004669)-(PT'-RU)-190224

Page 6 of 9/ Ctp. 6 u3 9

i.oo Test / [loka3zaTenn Results / PesynabTaTsl Specification / Hopma
9 Residual solvents / OcTaTouyHble OprannyeckKHe pacTBOPHTEIH
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab. /
H3zonponanon 08 Mxr B TabseTke He 6onee 350 MKr B TabneTke.

10 | Microbiological purity*/ Mukpo6unosorndeckas yucrora*®

OnHopoagHoCTh
JNO3UPOBAHHBIX €IHHHLL

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / ob11ee YUCIO He 6onee 10° KOE/T;
a3poOHBIX MUKPO-
OpraHu3MOoB
Total Combined Yeast and NA not more than 10% CFU/g; /
mold count / o6mmee yucio He 6onee 102 KOE/T;
JOPOXOKEBBIX U IUIECHEBBIX
rpubos _
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTCTBHE B 1 T.
11 | Uniformity of dosage units / 8.9 Acceptance value (4¥) not more than

15.0 Toka3aTens npuemiemoctu (A V)
NOoKeH ObITh He 6onee 15,0.

Remazks: The Product conforms to ND/

Hpumesatue: [TpoaykT cootseTcTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

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

Moxaroroeieno: Sarita [Tpoeepeno: Pravesh Rana / Onobpeno: Menemwkep / Pykopoautesns
/’C)/- y Amit Kumar N

Reprint Date / Reprint Date / Reprint Date / {

Hara: 21.06.2025 Hara: 21.06.2025 Hata: 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: L85155AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3IA

Tel : +81 $8166 56001-02
Www.drreddys.com

Product : Ketorol Express (ketorolac) Oraﬁy Disintegrating Tablets 10 mg
Hpoaykr: Keropea® Jkcnpece (keToposiak) T26/1eTKH, AMCIIeprupyemMele B 110J10CTH pTa, 10 mr

Market / Prinor

:Russia / Poccus

Batch No/ . V2501219 Batch Quantity / 3600000 tab /
Cepus Ne ' O6nem cepun ~ 3600000 Tab
Analytical Report No/ - 040002969558 Date of Analysis / - 21.06.2025
AnasmMTHYecKHH oT4eT No JlaTa aHaamn3a
Date of Manufacture / - 05/2025 Date of Expiry/ - 04/2027

JlaTa npousBoACTBa T'onen g0
Mfg. License No. / . .
Ilpon3BoacTBEHHAS : MNB/05/263 DA i e s/ 5 I=NE(08466) =PI~

Howmep PY RU)

Junen3us Ne

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

Page 7of9/Crp. Tuz 9

No

Test / [Toka3aTeanb
Ne

Results / PesyabTaTsl

Specification / Hopma

12 Assay / KosinuecTBeHHOE
onpefelieHye

10.1 mg/ 10.1 Mr
(100.6 %)

From 9.0 mg to 11.0 mg of
C15H3NO3C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 1o
11,0 Mr C1sH13NO3+C4H [ 1NO;
(ketoposaka TpoMmeTamuH) (oT 90,0 mo
110,0 % oT 3aABJIEHHOr0 KOJIMYECTBA) B
TabneTke.

13 | Butylhydroxyanisole
content /
Oy THIrHAPOKCHAHH30/1a

Copep:xxanune

0.0894 mg/tab /
0.0894 mr B Tabnetke

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

14 | Package description /
Onucanue ymakoBKH

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
onucrepe u3 (ITA/AJITID ¢
praromoriaoturenem/II3BIT)
doneru // (I13/AJ1) donsru. Ilo
2 Onucrepa BMECTE C JHCTKOM-
BKJIa/bIIIEM B MaykKy
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. / Ilo 10 Tabnetok B
6mucrepe u3 (ITA/AJUIID c
pnaronorsioturenem/[13BIT) ¢doneru //
(IT13/AJT) doneru. Mo 1 wmm 2 6amuctepa
BMECTE C JIMCTKOM-BKJIAJBIIIEM B IAuKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
[ipumeuativie: [Iponykr coorBercTyeT Tpeboanuam HJI

Conclusion: APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
[Moarorosieno: Sarita

Checked by / )
ITpoeepeHo: Pravesh Rana / J

/

o

Approved by: Manager/Executive /

OpobpeHo: MeHnekep / PykoBoauTesib

Amit Kumar K \
N

Reprint Date /
Hata: 21.06.2025

Reprint Date /
Jara: 21.06.2025

Reprint Date / |
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: t85155AP1984PLC004507

www.drreddys.com




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

®e
DI". Reddy’s ‘:. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS vy o P
CEPTU®MKAT AHAJTH3A 1o *51 5700 50001
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg N
IIpoaykr: Keropoa® Dxcnpecc (keroposak) TabieTKy, JHCIIEPrHpyemMble B MOJI0CTH pra, 10 mr
Market / Peinox :Russia / Poccus
Batch-No / ’ Batch Quantity / 3600000 tab /
Cepus Ne V2501219 O6beM cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002969558 Date of Analysis / . 21.06.2025
AnanurHueckHii oTyeT Ne Jarta ananusa
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027
HaTa npoHu3BoACTBA T'oxen oo
Mfg. License No. / ] o
IIpon3soacTBenHas : MNB/05/263 DD Erscel . JII-Ne(004669)-(PT-
Homep PY RU)

JHIeH3us Ne
Analysis performed according ND: / Anauan3 nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page80of 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.
* TIpu BLIMyCKe JIEKAPCTBEHHOI0 MpenapaTa KOHTPOJIb KayecTBa No nokasaTtesio «Mukpobuonoruyeckas
YHUCTOTA» MPOBOAUTCS AA Kaxxoi 20-oii cepru, MM A1 OAHOH cepHH B Iofi, B 3aBUCUMOCTH OT TOIO, 4TO
HRCTYIHUT paHblie.

API name / HaumenoBanne APC: Ketorolac tromethamine / Keroponaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABSHO001016

Homep cepun nponssoautens ADC:

FP Manufacturer API Batch number /

Howmep cepun cyGcTaHINHH NPOH3BOAUTENS FESA00165

rie: -

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponseoguTtens A®C, crpana: J-p Pennu'c JlaGopatopuc JIta., Ungus

Name, address, authorization No for FP Dr. Reddy's Laboratories 1.td., 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) /

HaumenoBaHHe, agpec, JHIEH3HA A5 J-p Pepnn’c Jlaboparopuc JIta., Uaaus, [lponssoacTeeHHoe
Mpon3eoacTeenHan niaomanka / Ilnomangka noapazaenenure-6, Bumn. Kxons, Hanarapx Poyn, bannu, Jluctpuxr
KoHTpoJs KadecTsa / Ilnomaaka Belmycka Conay, X.I1., 173205, Unnusa (iuuensus Homep MNB/05/263)

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

Remanks: The Product conforms to ND/ Conclusion: APPROVED /
[ipumesative: IIponykt coorseTcTBYET Tpeboranusm HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Sarita [Tpoeepeno: Pravesh Rana ;/ Ono6peHo: Menemxep / PykoBoauTesnb
i {6

g _— j f Amit Kumar ]I'\ o

-
Reprint Date / Reprint Date / Reprint Date / f
Jara: 21.06.2025 Hata: 21.06.2025 Jara: 21.06.2025

Registered Uthice: 8-2-33/, Road No. 3, Banard Hills, Hyderdbdd - 300034, Tuldtigdid, hdld
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L.85195AP1984P1LC004507
www.drreddys.com



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

Qo
DI‘. Reddy,s ‘_... Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P, 175 205, INDIA

wuww.drreddys.com -

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopoa® Jxenpecc (keroposak) Tabj1eTKH, JHCHEPrAPYeMble B IIOJIOCTH pra, 10 Mr
Market / PoiHok :Russia / Poccus
Batch No / - V2501219 Batch Quantity / 3600000 tab /
Cepusa Ne ) O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002969558 Date of Analysis / - 21.06.2025
ABanuTHYeCKHi oTyeT No - Jarta ananauza
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
Jata npoH3BOACTBA I'open no
Mifg. License No. / . .
IpousBoAcTBEHHAsS : MNB/05/263 MA number: / : JIII-Ne(004669)-(PX-

Homep PY RU)
JuneH3us Ne
Analysis performed according ND: / Ananus nposejen mo HJI: JIIT-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».

3aK/II04eHHe 0 cO0TBeTcTBHH: «(HacToAIUM s OATBEPXKAA0, YTO IpPUBEACHHAS BBIIEC HHOOPMALHS ABIACTCS
JIOCTOBEPHOM M TOYHOM. DTa CepHs NPOLYKIHH [IpOM3Be[eHa (BKIIOYas yNaKOBKYy (MapKHpPOBKY) M KOHTDOJIb
KauecTBAa) Ha BHIIICYKa3saHHOM NPOW3BOJCTBEHHOM IUTomanke (IUIOIIEAKax) B IIOJHOM COOTBETCTBHH C
TpeboBaHUAMHU [IpaBui HaIexalleil TPOU3BOACTBEHHON NpakTHKH EBpasuiickoro sKOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6pst 2022) 1 TpeOOBaHUSAMH KOHTPOJII KaYECTBA JEKAPCTBEHHBIX CPEJICTB,
a TaK)X€ B COOTBETCTBHH CO CrielU(PUKAIAIMHE, COASPKAIIUMHUCS B PETHCTPAIIAOHHOM JOChE CTPAHBI-UMIIOPTEPA.
3arnucH 10 MPOU3BO/CTBY, YIIAKOBKE U aHAIN3Y IIPOBEPEHBI, X YCTAHOBIICHO HX COOTBETCTBUE TpeboBaHuAM [ Ipasui
HaJlJIeXaIIeH TPOM3BOICTBEHHOH MpakTUKU EBpasuiickoro 3KOHOMHYECKOrO COK3ay.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusm HJL 3axmwuenne: OJOBPEHO
Prepared by / Checked by / | Approved by: Manager/Executive /
IMoarorosneHo: Sarita / Ipoeepeno: Pravesh Rana / | Onobpeno: Menemiep / Pykopoauress
/(Z/ ,/ Amit Kumar \ - L
& i | -
Reprint Date / Reprint Date / Reprint Date / :
Jara: 21.06.2025 Hara: 21.06.2025 Jara: 21.06.2025
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