Dr.Reddy’s ‘_f‘

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJM3A

Tel - +51 $6166 5600102

ya dered ey ciin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Ixenpece (keTopodak) TadieTku, ANCHEPrapyemMuIc B MOJOCTH PTa, 10mr

Hara npoN3BocTBA

Topen 10

Market / Pritok :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne VR O6bem cepriit 3600000 Tab
Analytical Report No / . 040002907499 Date of Analysis / . 29.04.2025

| AHanuTH9ecKkuii oTyer Ne JlaTa ananansa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Mfg, License No. /
IIponseogcTBeHHAR
anuenzng Ne

: MNB/05/263

MA number: /
Homep PY

. JITI-Ne(004669)-(PT"-
' RU)

Analysis performed according ND: / Auaaus npogeaes no HJL: JITI-Ne(004669)-(PI'-RU)-190224

No

N Test / Iloxa3aTenb

Pagelof9/Crp. 1 39

Results / Pe3yibTaThl

Specification / Hopma

1 Description / Onucanue

Identification / Mucnmdxmcmmﬁ

Light yellow round flat beveled
tablets with "|* debossed on one
side. / Kpyrnele niockue
Tabnetky ¢ $ackoH, CRETIIO-
AKEITOTO UBETa C TPaBUPOBKOH
«I» Ha OAHOH CTOpOHE.

Light yellow round flat beveled tablets
with "" debossed on one side. / Kpyrisie
ockie TabneTku ¢ (packoH, CBETNO-
ENTOro LBeTa ¢ rPaBHPOBKOH «I» Ha
OIHOH CTOPOHE.

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
( 2nm). / YOP-criekTpbl NONOLIEHUS
HCMBITYEMOTO pPacTBOpa M pacTsopa
CTaHgapTHOTO  obpasua  KeTopoJjaka
TpOMETaMHHA JOJDKHBL HMeETh
MaKCHMYMBI IpK ONHOM M TOM XC MNHHE
BONHBL (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumeyanne: IIpOSYKT COOTBETCTBYET TpeGoBaunam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOEPEHO

Prepared by / Checked by /

Hoprotosneno: Ramakant

%

[posepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBoaunteib
Amit Kumar

Reprint Date /
Hara: 29.04.2025

Reprint Date /
Jara: 29.04.2025

Reprint Date/ |
Jara: 29.04.2025

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: L¥5195AP 1984PLC004507

www.drreddys.com




Dr.Reddy’s "&."

CERTIFICATE OF ANALYSIS

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

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

CEPTHUOHUKAT AHAJIM3A

Tei ;281 85105 5000L-UL

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

Hpoayst: Keropoa” Ircupece (ReTopoaax) 1abaeriu, Ancneprupyemsie B NOI0CTH pra, 10 mr

Market / Prinok :Russia / Pocens

Batch No / . Batch Quantity / . 3600000 tab /

Cepnsa Ne 3 V230078 O6nem cepun ~ 3600000 Ta6

Analytical Repourt No/ . 040002907499 Date of Analysis / . 29.04.2025

AHajqnTHYecKH# oTger No JlaTa aHa/H3a

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

Jlata mpouM3BOJACTBA I'onen go

Mfg. License No. /

IlpousBopcTREHHAS : MNB/05/263 b Ve 14510 X € : AL
Homep PY RU)

aniensnsg Ne

Analysis performed according ND:

/ Ananmz nposesen o HIT; JIII-Ne(004669)-(PT-RU)-190224

Page20f9/Crp.2u39

No | —

No Test / [ToxkaizaTenan

Results / PesyabTaThI

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
cotrespond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpemsa yaepXHBaHHA
OCHOBHOrO IIMKa Ha XpoMaTorpamMme
HCABITYEMOrO pactsopa OOTKHO
COOTBETCTBOBATL BPEMEHH yNepPXKHUBaHUA
OCHOBHOTO MHKa Ha XpoMaTorpamMe
pacTteopa CTaHAapTHOTO o6pa3ua
KeTopolaka  TpoMéTaMHHa  (pa3zen
«KOMM4ECTBEHHOE ONpPEAESNCHHEY).

Remarks : The Product conforms to ND/
ITpumeyanne: ITpoaykT coorsercTByeT Tpebopanmnam HJI

Conclusion : APPROVED /
Jaxnwyenne: OAOBPEHO

Prepared by /
IToarororneno: Ramakant

Sl

Checked by /
[Iposepero: Pardeep Kumar

e

Approved by: Managei/Executive /
Onobpeno: Menemxep / Pykosoauresis
Amit Kumar L

./'\.f‘_!__,f

Reprint Date /
Hara: 29.04.2025

Reprint Date /
Harta: 29.04.2025

Reprint Date / ]
Hara: 29.04.2025

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fay: +91 40 4200 2999, Email: mail@drreddys.com
CIN; LE5195AP1981PLCONAS07

www.drrecdys.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

CEPTU®UKAT AHAJIU3A

Tel : +51 56185 56001-02

iy Crrsaavs COrm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Jxenpece (keropoaak) TabieTku, AHCHEPrupyemMbie B NOJOCTH pra, 10 mr

Market / Poisiox

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /
Cepua Ne AL O6nemM cepuu " 3600000 Tab
Analytical Repo“rt No/ . 040002907499 Date of Analysis / . 99.04.2025
AHauTHYeCKHIl oTyer No JlaTa anajau3za

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

Jara npox3BoACcTBa T'oaen no

Mifg. License No. / . >
IIpousBoacTBEHHAs : MNB/05/263 WL LRI R

Homep PY RU)

_nHneHsnsa Ne .

Analysis performed according ND: / Anannz nposenen 1

10 HJI: JITI-Ne(004669)-(PI"-RU)-190224

Page3 of 9/Crp.3 u3 9

i? Test / [Toka3aTens Results / Pe3ynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention  times of 2-
Bymunzudpokcuanuson 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
yOEep)KUBaHHUA IMKOB
2-6yTHIATHAPOKCHAHKU301A u
3-6yTHNruaApOoKCHaHK30Ia Ha

XpOMATOIpaMMe HCIILITYEMOro pacTeopa

OOKHBl  COOTBETCTBOBATE  BPEMEHAM
yIOepHUBARHUA %) 0):
2-6yTHNrUAPOKCHAHKU301A U
3-0yTHITHAPOKCHAHH3ONA Ha

XpoMaTorpaMMe pacTBOpa CTaHNapTHOTO
ofpasua 6yTHIrMIPOKCHanH3O0Na (pasfen
«Copepxanue
6yTHAMMAPOKCHAHM30MIAN),

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt coorBeTcTBYET TpeboBanism HIT

Conclusion : APPROVED /
3axnsouenne: OJOBPEHO

Prepared by /
IMoarorosnedo: Ramakant

b

Checked by /
[IpoeepeHo: Pardeep Kumar

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

Reprint Date /
Jlara: 29.04.2025

Reprint Date /

Hara: 29.04.2025

Reprint Date/ |
Hara: 29.04.2025

Regislered Office: $-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +971 40 1900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
LIN; LSS L95AP 1984PLCO0OAS07

www.drreddys.com




Dr.Reddy’s ‘,‘:‘

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

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

CERTIFICATE OF ANALYSIS ™™ ~"* " '~ A
CEPTH®HKAT AHAJIHI3A 1€ " e Shd
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dxenpece (keToponiax) Tabaerks, ucneprapyemMsie B moaocty pra, 10 mr |
| Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne i O6bem cepry " 3600000 Tab
Analytical Repo‘f't No/ . 040002907499 Date of Analysis / . 29.04.2025
AmnaguTnvecKHii oTuer No JlaTa aHa/n3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa npoR3BOICTBA I'ogen no
Mifg. License No. /
IIpou3soacTBenHas : MNB/05/263 e / . IIEAELI )R
Homep PY RU)
JTHIeH3H Ne i

| Analysis performed according ND: / Anajus nposenen no HJL: JITT-Ne(004669)-(PI'-RU)-190224

~ Paged4of9/Crp.4 w39

-
i.f | Test / ITokasaTenn Results / PeaynbTtaTbl Specification / Hopma
3 Average weight / Cpeansis 69.9 mg / 69.9 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
mMacca . 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 %;
OgHopoaHoeceTs Macesl 2/20 tablets - not more than £ 20 %. /
18/20 Tabmetok — He Gomee * 10 %;
2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time / 00 min 10 sec / 00 mun 10 cek | Not more than 3 min. / He 6onee 3 MuH.
PacnagaemocTb
5 Dissolution / PacTeopeHie Unit-1/ Ta6x-1 101 % Not less than - 75% (Q) of
, CsH13NO3*C4H 1 NO3 (ketorolac
W2l f Tefehi 2 103 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 93 % 75 % Q) C5H;3NO3C4H, 1 NO3
. (xeToponaka TPOMETaMHUHK) 4epe3 15 MHH.
Unit-4 / Tabn4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykr cooTBeTcTRYeT TpeboBanuam HJJ

Conclusion : APPROVED /
Saxarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managei/Executive /

[oxrorosnexo: Ramakant [MposepeHo: Pardeep Kumar | Onobpeno: Menexkep / PykoBonuress
Amit Kumar

Reprint Date / ’ Reprint Date / Reprint Date /

Hata: 29.04.2025 Jara: 29.04.2025 Jara: 29.04.2025

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: LS5185AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘;.‘

CERTIFICATE OF ANALYSIS Distt. solan,

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

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

CEPTUDPHKAT AHAJIM3A

Tel : +91 $8168 56601-62

Product : Ketorol Express (ketorolac) Orally Disintegra(inE Tablets 10 mg
Mpoxykr: Keropon® Dxenpece (keroposiak) Tabierky, ARcueprupyemsie B nojaoctu pra, 10 mr

Market / Peinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepnn Ne el Obnem cepHH " 3600000 tab
Analytical Repo\f't No / . 040002907499 Date of Analysis / . 20.04.2025
AHnanuTHYecKkHi oTeT No Jara anaauia
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npoH3BOACTBA I'onen no
Mfg. License No. / ] o
TIpon3BoAcTBeHHAS - MNB/05/263 MA number: / ; JILI-Ne(004669)-(PT-
Homep PY RU)
nHnen3us Ne

Analysis performed according ND: / Asanus nposenesn no HJL: JITI-Ne(004669)-(PT-RU)-190224

~ Page50f9/Crp.Sm39

I;.:) Test / [lokazaTeans Results / PesyabTars! Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTRYET A uniform suspension passing through a
JucnepcHocThb 710 pm sieve is formed. / O6paszyercs
OJHOpOJHAs CYCNEH3Hs, TpOXonslas
CKBO3b CHTO € pasMepoM OTBEPCTHA
710 MkM,
7 Impurities / Ilpumech
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / ne 6onee 0,5 %;
ketorolac: / / Huxe npegena
1-rugpoxcuaHanor KOJNMUECTBEHHOTO OnpefesneHus
KETOpOJlaKa (IIKO = 0.0032%)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / e 6onee 0,8 %;
1-KkeTOaHANOr KETOpOJaka
unidentified impurity / 0.02% not more than 0.5 %; / He 6omnee 0,5 %;
eNMHMIHAA el
HEeHAeHTHOULMPOBaHHAS
NpUMech
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cymMMa NIpuMecel .
8 Water content / 25% Not more than 7.0 %. /
CoaepxaHie BOAbI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumedanue: IIponykT cootBeTcTRyeT TpeGoranvam HJT

Conclusion : APPROVED /
Bakmoyenne: OJJOBPEHO

Prepared by / Checked by /
Tloarotoeneno: Ramakant

L <

Iposepeno: Pardeep Kumar

Approved by: Managet/Executive /
Onobpeno: Meuemxkep / PykoBonuTenn
Amit Kumar Ao P

Reprint Date /
Hata: 29.04.2025

Reprint Date /
Hata: 29.04.2025

Reprint Date /
Hata: 29.04.2025

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@drraddys.com
CIN: LB5195AP1934PLC0O04507
www.drreddys.com



Dr.Reddy’s Qf"

Dr. Reddy's Laboratories Ltd.

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

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

CEPTUO®HKAT AHAJHA3A

Tel : +51 98165 56001-C2

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

Mpoayxr: Keropon® Dxenpece (keToponak) Tabaerky, ANCHeprupyemsie B M0JOCTH pTa, 10 mr T

Market / Pripok :Russia / Poccus

Batch No / ) Batch Quantity / . 3600000 tab /

Cepusn Ne I~ Obbem cepi " 3600000 a6

Analytical Repo“rt No/ - 040002907499 Date of Analysis / . 90.04.2025

AHanuTH4YecKHH oTyeT No Jdara ananusa

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

JaTa npoH3BOACTBA I'ogeH no

Mfg. License No. / d .

TIpon3soacTBEHHAS - MNB/05/263 LSO e
Homep PY RU)

Junen3us Ne |

Analysis performed according ND: / Anaqn3 nposeaen no HII: JIH-NE(OO4669)—(PF—R.U)—I96224

Page 60of 9/ Crp. 6 u39

i.f Test / MokazaTenn Results / PesynbTaThl Specification / Hopma
9 Residual solvents / OcTaTo4HbIe OpPraHHYECKHE PACTBOPUTEIH
Isopropyl alcohol / 11 pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 11 mkr B TabneTke He 6onee 350 Mkr B TabneTke.
10 | Microbiological purity*/ Mukpo6uonornyeckas yucrora*
Total Aerobic Microbial not more than 10° CEU/g; /
Count / ob1iee ypcIO NA He Gonee 10° KOE/r;
a3po6HBIX MUKDO-
OpraHu3MoB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / 061uee uucIO NA ne 6onee 102 KOE/T;
JIPOXIKEBBIX U IUIECHEBBIX i
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 | Uniformity of dosage units / 44 Acceptance value (4¥) not more than
OaHOPOAHOCTE 15.0 Tlokaszatenn npruemiaemoctd (AV)
JI03HPOBAHHLIX eXHHHII nonxkeH 6LITH He 6onee 15,0.

Remarks : The Product conforms to ND/
Ipumeuatue: [IpomykT cooTBeTCTRYET TpeGopanmam HJI

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
Hogarotosneno: Ramakant

Al
!/

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Managet/Executive /
Onobpeno: Menemkep / Pykopoaurens
Amit Kumar , L~

i&“ ’;/,./

Reprint Date /
Hara: 29.04.2025

Reprint Date /

Hata: 29.04.2025

Reprint Date / J

JHara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 41900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLCOO45U/

www.drreddys.com




Dr.Reddy’s "f.

CERTIFICATE OF ANALYSIS

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

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

CEPTH@®HUKAT AHAJTH3A

et LRI AN A TR S I
el T Jouivo 560C1-C2

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

Oponykr: Keropoa® Dxenpece (keropoaak) Taduerku, Aucneprupyemsie B noaoctu pra, 10mr

=455 fimae S

Market / Prinok :Russia / Poccus il

Batch No / , Batch Quantity / 3600000 tab /

Cepusn Ne i LR O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002907499 Date of Analysis / . 20.04.2025

AHanyuTHuecKHH oT4yer Ne JlaTa anaynu3a

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

JaTa npon3BOACTEA TI'ogen o

Mfg. License No. / ]

IMponzeoacTBEHHAS : MNB/05/263 Bl Il 95 : ALEREIE S
Homep PY RU)

JHueH3nA Ne

Analysis performed according ND: / AHnaus nposenen no H/: JII-Ne(004669)-(PT-RU)-190224

Page7 of 9/ Crp. 7m3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
6nucrepe u3 ([TA/AJI/IID ¢
Braronoriaoturenem/I19BIT)
¢onsru // (II3/AJ) donsru. Ilo
2 6nucTepa BMECTE C JIHCTKOM-
BRIUdAbLLICM B Lid'RY
KapTOHHYIO.

]
ﬁ‘oo Test / [TokazaTenas Results / Pe3ynsTaTbl Specification / Hopma
12 | Assay/KonuuecTeennoe 99 mg/9.9 mr From 90mg to 11.0 mg of
onpeaeneHmne (98.9'%) Ci15H(3NO3+C4H; NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 mr CsH 3NO3eC4H [ 1NO;
(keToponaka TpoMeTamuu) (ot 90,0 10
110,0 % OT 3aABNEHHOTO KOJIHYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0893 mg/tab / Not less than 0,042 mg/tab. /
content / Conepxanue 0.0893 mr B TabneTke He menee 0,042 mr B TabneTke.
6y THUITUAPOKCHAHH3012
14 | Package description / 10 tablets in -a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / [To 10 TaGneTok B
6aucrepe u3 (TTA/AJIITD c
pnaronornotutenemM/[19BIT) donbru //
(TI2/AJT) donpru. Mo 1 wim 2 6muctepa
BMECTE C JINCTKOM-BKJIAZbIIIEM B TMaykKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

Iprmeyanue: IIpoaykT cooTBeTcTBYET Tpebosauusm HIT

Conclusion : APPROVED /
3axarouenne: OTOBPEHO

Prepared by /
IToprorosneno: Ramakant

Checked by /
ITposepeno: Pardeep Kumar

=L —

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonntens
Amit Kumar L

AN
P ) el

fed”
Reprint Date / '

Hara: 29.04.2025

Reprint Date /
Hata: 29.04.2025

Reprint Date /
Jara: 29.04.2025

1

Registered Officz: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 .30 4200 2999, Email: mail@drreddys.com

CIN: LS5195AP1984PLCO0A507
www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A jel : +91 98165 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e R
Ipoaykr: Keropon® Dxenpece (keTopoaax) TabieTKy, ARCIEPrAPYCEMbIE B IOJOCTH pra, 10 My I
Market / Prigox :Russia / Poccus —"
| Batch No / . : Batch Quantity / 3600000 tab /
Cepus Ne g (22 O6Bem ceprH " 3600000 Tab
Analytical Repovrt No/ . 040002907499 Date of Analysis / . 99.04.2025
AnanaTH4ecKHH 0T4eT No Jata anajn3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jlara npon3sofcTEa Toxen o
Mfg. License No. / ] |
IlpousBoacTBEHHAs : MNB/05/263 MA number: / 2 JIEI-Ne(004665)-(PT-
Homep PY RU)
JHHeH3HA Ne e -
Analysis performed according ND: / Anaaus nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Crp. 8 3 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.
* JIpu BBIMyCKe JEKapCTBEHHOT0 NPenapara KOHTPO,1b Ka4yecTBa Mo nokasaretio «MukpoGuonornyecicas

YHCTOTA» MPOBOAMTCA /18 Kaxaoi 20-oii cepuH, HIM IS ONHOH CEPUN B rojl, B 3aBUCMMOCTH OT TOI0, 4TO

HACTYNHT paHbUIE.

API name / Haumenosaune APC:
INN / MHH:

Ketorolac tromethamine / Ketoponaka rpomeraMiuH
Ketorolac / Keroponax

API manufacturer batch number /
Homep cepun npon3soantens APC:

ABRHO009745

FP Manufacturer API Batch number /
Homep cepun cyGeTaHUMHA MPOM3BOIHTENS
rJId:

FESA00032

API Manpufactured by & countfy/
IIponssoantenn A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c JTabopatopuc JIta., Muams

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

HaumMeHoBaHHe, ATpec, THIEH3HA IS
Ipoun3eoacreennas niomanka / ILiomanka
KOHTpOoJIa KayecTsBa / Il1o1agKa BeIMycKa

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

J-p Penaw’c JlaGopatopuc JIta., Muaus, IponssoacTeenHoe
noxnpasznenenue-6, Bumn. Kxons, Hanarapx Poyx, bapau, JuctpHxr
Conan, X.I1., 173205, Ungus (nuuenszus Homep 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/

ITpumeuanue: ITpoaykt cooTBercTByeT TpebosanusM HJI

Conclusion : APPROVED /
3akiarouenne: ONOBPEHO

Prepared by /
Noarorosneno: Ramakant

bt

Checked by /
Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onofpeno: MeHemiep / PykoBofUTENb
Amit Kumar /\ L

i

—

Reprint Date /
JHara: 29.04.2025

Reprint Date /
Hara: 29.04.2025

Reprint Date / i

Hata: 29.04.2025

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




q. -4 Dr. Reddy's Laboratories itd.
’ 2 Formulation Unit-6
Dr. Reddy 2 ® Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTHO®UKAT AHAJIM3A el : +91 98165 56001-02

cim

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

Mpoayxr: Keropon® Ixcnpece (keroponak) TabheTky, JHCNeprupyenbie B Mo 10CTH pra,10s0r
Market / Peinok :Russia / Poccus

Batch No / X Batch Quantity / ~ 3600000 tab /

Cepus Ne ey OGBeM cepiin * 3600000 Tab
Analytical Repo”rt No/ - 040002907499 Date of Analysis / . 20.04.2025
AHanHTHYecKHH oT4eT N JlaTa aHa/IM3a

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

Jdarta nponzBoacTea Toxen xo

Mfg, License No. / . . >
Ipon3BoacTBeHHas - MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-

Homep PY RU)
JHIeH3HS N2
Analysis performed according ND: / Anasn3 uposejien no HJT: JITT-Ne( 004669)-(PI'-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».

3akmodenue 0 cooTBeTcTBMH: «HacTosuum 8 IOATBEPXIAK0, YTO NPHBEJEHHAsA BhIIE HHPOPMAIIHS SBIIACTCS
JOCTOBEPHOH M TOUHOM. 3Ta CEpHsA MPOAYKIHME IpPOH3BeleHa (BKITIOYAS YNAKOBKY (MapKUPOBKY) H KOHTpOJE
KauecTBa) Ha BBIIECYKA3aHHOW IIPOW3BOACTBEHHOHM IUIomajke (IUlomankax) B IIONHOM COOTBETCTBHH C
Tpe6oBaruamu [IpaBui Hajexaieif OIPOH3BOACTBEHHOH NpPakTUKA EBpasHiCKOTo S5KOHOMHYECKOTO COO32 Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) u TpeOGOBaHHAMHE KOHTPOJIA Ka4eCTBa JICKapCTBEHHEIX CPE/ICTB,
a TakKe B COOTBETCTBHH CO CIEIU(PHKAIAIMHU, CONEPXKAIMMMHUCA B PETHCTPALAOHHOM AOCHE CTPaHBI-MMIIOPTEPA.
3amImcH IO IPOU3BOACTBY, YIAKOBKE M aHAIM3Y IPOBEPEHEL, H YCTAHOBJICHO HX COOTBETCTBHE TpeboBaHusaM I IpaBun
HaJUIeXalleH Ipor3BOACTBEHHOM NpakTHKH EBpa3HiiCKOro 3KOHOMHYECKOTO COIO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanne: [Mpoaykr cooTeeTcTRYeET Tpebopannam HJT 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TTomrorormneno: Ramakant Iposepeno: Pardeep Kumar | Ono6peso: Menemxep / Pykosonuresb
Amit Kumar {

e s i
Reprint Date / : Reprint Date / Reprint Date / d
Hara: 29.04.2025 Hata: 29.04.2025 Jlara: 29.04.2025
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