Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

2 Reddy's Laboratories Ltd,
Formulation Unit-6

Vil Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P, 173 205, INDIA
Tol: 491 98156 56001-02

CEPTUP®UKAT AHAJIM3A ndrreddys.corn
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Ketopon® Dxenpece (keropoiak) TabaeTKH, ANCHeprupyemMbie B MoJI0CTH pra, 10 mr |
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne | VEREa O6BeM cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002770100 Date of Analysis / . 96.12.2024
AHanuTH4YecKHuii oTyeT Ne Jara apaninza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JaTa npou3BoacTBa I'ogen ao
Mfg. License No. / ) .
Ipon3BoacTBeHHAs : MNB/05/263 IS Bumber 3 JII-NE(00665)=(RT=
Homep PY RU)
JHUeH3us Ne
Analysis performed according ND: / Anaau3 npoeeaen mo HJI: JIIT-Ne(004669)-(PT-RU)-190224

Pagelof 9/Crp. 1139

NN,o Test / IToka3zaTeanb Results / PesyabTaThl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrnisle niockue
Tabnerky ¢ hackoif, ceeTIIO-
XENTOro LBeTa C rpaBUPOBKOM
«l» Ha OHOM CTOpPOHE.

with "["* debossed on one side. / Kpyrnsle
mnockue Tabnerkd ¢ ¢dackoll, cBemo-
JKENTOr0 I[BeTa C IpaBUPOBKOH «l» Ha
OJIHO¥ CTOPOHE.

2 Identification / UaenTuduxauus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / Y®-cnekTpsl MOTNIOLLCHHA
HCOBITYEMOTO0 pacTBOpa M pacTBopa
cragmaptHoro  ofpasma  KeTopoJiaka
TpOMeTaMHHa JIOTDKHBI HMETh
MaKCUMYMBI NpPY OJHOH U TOMH ke NIHHe
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebobanusam H/T

Conclusion : APPROVED /
Zakarwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pravesh Rana / [Mposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosoaurenb
e Maurya (fﬁl Amit Kumar A L
o / .
J
Reprint Date / Reprint Date / Reprint Date / '
JHara: 26.12.2024 Jara: 26.12.2024 Jara: 26.12.2024
Registered Office: 8-2-337, Road Ne. 2, Banjara Hills, Hyrierabad - 500034, Telangana, India
Tel: +81 20 2960 2909, Fax: 491 40 3900 299 kraail: marddereddys.com
CIN: LS5195AF 198 IPLCONTEDT

www. arreddys.com




Dr.Reddy’s ‘;‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt Solan, H.P., 173 205, INDIA
Tol +91 98156 56001-02

CEPTUO®UKAT AHAJIN3A

o deraddus com

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

Ipoaykr: Ketopon® Dkenpece (keToposak) TabeTKH, AUCHEPrHpYeMbIe B 1010¢TH pra, 10 mr

Market / Prinok :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne V2402727 O6bem cepun " 3600000 Tab

Analytical Repo:’t No/ - 040002770100 Date of Analysis / . 26.12.2024

AHanuTn4eckuii oTuyeT No JlaTa ananm3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JaTa npoH3BoACTBa I'onen go

Mfg. License No. / . .

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

JHneH3ns Ne

Analysis performed according ND:

/ Ananns nposeaen no HJL: JITE-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Crp.2 m39

No

Test / HHoka3zaTeab
Ne

Results / PesyabTaThbi

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 ynepxuBaHHs
OCHOBHOI'0 IMKa Ha XpoMmaTrorpaMmme
HCIIBITYEMOro pacreopa LOJDKHO
COOTBETCTBOBATh BPEMEHH yIEPKHBAHHUA
OCHOBHOTO NHKa Ha XpoMaTorpamme
pacTBopa CTaHJAPTHOTO obpazua
KeTopolaka  TpoMmeTamMMHa  (pasmen

«KOoN4ecTReHHOE OMPEENEHUEY).

Remarks : The Product conforms to

Ipumeuanue: [Iponykr cooTBeTcTBYeET TpedoBanusam H/I

ND/

Conclusion : APPROVED /
3akmoyenne: OJJOGPEHO

Prepared by / ]
IMToarorosneno: Pravesh Rana j
I'd

F

Checked by /
ITpoBepeHo: Santosh Kumar

Maurya QS‘

e———

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoaurens
Amit Kumar \ L

Reprint Date /
Harta: 26.12.2024

Reprint Date /
Jarta: 26.12.2024

Reprint Date/ '
Jara: 26.12.2024

Registered Oifice: 8-2-337, Road No. 2, Banjara Hills, iHydesabad - 500035, Telangana, India

Tel, +51 40 4900 2300, Fax. +21 40 1900 2999, trnal i dnirreddys

- L0

CIN: L5195 AP198APLCLNASNT

wwwdireadys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

71 Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Disit. Solan, H.P, 173 205, INDIA
Tl +91 98156 56001-02

CEPTHOUKAT AHATH3A

vosvsdrreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcenpece (keroposiak) TabaeTkH, AUCHEprupyemMble B NOJI0CTH PTa, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne Datclll O0bem cepuu " 3600000 Tab

Analytical Repourt No/ . 040002770100 Date of Analysis / . 96.12.2024

AHaguTHYeCKHH oTUeT No JlaTa ananuza

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2026

JaTa npoM3BOACTBA Tonen oo

Mfg. License No. / . .

IlpousBoacTBeHHAN : MNB/05/263 NI ; INENR(OOHGOZ)EERT=
Homep PY RU)

aHneH3ns Ne

Analysis performed according ND:

/ Ananns nposexen no HII: JITTI-Ne(004669)-(PI'-RU)-190224

Page3 of 9/Crp.3 n3 9

1}:} Test / [TokazaTenb Results / PesyabTaTtsl Specification / Hopma
Butylhydroxyanisole / Complies / CoOTBETCTBYET The retention times of 2-
Bymuneudpoxcuanuson 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
yIAEepKUBaHUsA TTHKOB
2-0yTHIATHIPOKCHAHU30/1a 74
3-0yTUNruapoKcHaHM30Ma Ha

XpoMaTorpaMMe HMCIBITYEMOTO pacTBOpa

JIOJDKHBl  COOTBETCTBOBAaTb ~ BPEMEHAM
yIOepPKUBaHHs TIHKOB
2-0y TWIrMAPOKCHaHH30J1a u
3-6yTUnrupoKCcHaHu3oNa Ha

XpoMaTorpaMMe pacTBopa CTaHAAPTHOTO
o0pasua OyTHiIrnapoxcuanuzona (pasaen
«ConepxaHue
OYTHITHAPOKCHAHH30J1a»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tpogykr coorBeTcTBYeT TpeboBanusimM HJI 3axmouenune: OJJOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive /
[Moarotosneno: Pravesh Rana |/ | Ilposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykoponurens

Cof Maurya Amit Kumar / <

J, . /\“‘/

1
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.12.2024 Jara: 26.12.2024 JlaTa: 26.12.2024
Registered Office: 8-2-337, Road iNe. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: #4114 2900 2006, Ersail: maiividrreddys com

CIN: LES1Q5AP19G4PLCOLIE0T

v drreddys.com




Dr.Reddy’s "5.‘

CERTIFICATE OF ANALYSIS

O Reddy's Laboratories (td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
Tol 0491 98166 56001-02

CEPTHOHKAT AHAJTH3A

" T L ey
NUSLLTTSLOYS.COm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
p
Hpoaykr: Ketopoa® Jxenpece (keToposiak) TabjeTk, ANCHeprupyemble B 1010CTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne | Ve O6beM cepun " 3600000 Tab
Analytical Repourt No/ . 040002770100 Date of Analysis / - 26.12.2024
AHajguTH YecKuii oTuyer No JlaTa anajn3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JaTa npoH3BOACTBA Togen no
Mig. License No. / , MA number: / . JII-Ne(004669)-(PT-
IIpousBoacTBeHHAsA : MNB/05/263 :

Homep PY RU)
JHneHsnst Ne

Analysis performed according ND: / Ananus nposenes no HJT: JII-Ne(004669)-(PT-RU)-190224

Paged4 of 9/ Cp. 4 u39

Results / Pe3yabTaThbl

Specification / Hopma

71.1mg/71.1 mr

Complies / COOTBETCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr g0 72,8 mr (70,0 mr = 4,0 %).

18/20 tablets - not more than + 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He ©Oonee =+ 10 %;
2/20 tabneTok — He 6onee £ 20 %.

00 min 27 sec / 00 muH 27 cex

Not more than 3 min. / He Gonee 3 MuH.

bl Test / IToka3aTeib

Ne

3 Average weight / Cpeausis
Macca
Uniformity of weight /
OnHOpPOAHOCTH Macehl

4 Disintegration time /
Pacnapaemocthb

S Dissolution / PacTBOpeHue

Unit-1/ Ta6na-1 101 % Not less than 75% (Q) of
i C15sH13NO3°C4H 1NO3 (ketorolac

Unit-2 / Ta6n-2 98 % tromethamine) in 15 min. / He MeHee

Unit-3 / Ta6n-3 98 % 75 % Q CisHisNO3*C4H11NO3
. (keToponaka TpOMETaMHH) yepes 15 MuH.

Unit-4 / Ta6n-4 100 %

Unit-5 / Tabn-5 103 %

Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykT cooTBeTCTBYET TpeboBanusam H/JI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
[MposepeHo: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoauresb

Maurya Amit Kumar , e
) p R
Reprint Date / Reprint Date / Reprint Date / '
Hara: 26.12.2024 Hara: 26.12.2024 Jara: 26.12.2024
Registered Office: 8-2-337, Road No. 2, RBanjara Hills, Hydarabad - 500025, Telangana, India

Tel: +91 40 4960 2900, Fax: +91 10 4900 2085, E

rnalicdrreddys.com

CIN: L35195API84PLCCOAR07T

WL diredays con




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Dzt Solan, H.P,, 173 205, IND|A

CERTIFICATE OF ANALYSIS 7211491 93166 56001-02
CEPTUOHKAT AHAJIN3A v drreddys . cam
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| DpoaykTt: Keropoa® Jxcnpecc (keropoaak) TabieTku, AHCIEpPrupyeMble B NOJOCTH pTa, 10 mr |
Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepusa Ne | Ve O6bem cepan " 3600000 Tab
Analytical Repovrt No/ . 040002770100 Date of Analysis / . 96.12.2024
AHanpTHYecKHii oTHeT Ne JlaTa ananusza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npoH3BOACTBA T'onen go
Mfg. License No. / .
IIpousBoacTBeHHAs : MNB/05/263 B BumbErd/ : JIKI-Na(004660)-(PT-
Homep PY RU)
Junen3usa Ne
| Analysis performed according ND: / Ananus nposexen no H/I: JITT-Ne(004669)-(PT'-RU)-190224

Page Sof 9/Crp. Su3 9

JAucnepcHocTh

i.:) Test / Iloka3zaTens Results / PesynbTaTnbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / O6pa3syercs
ONHOpOJHAad CYCNIEH3us, Npoxonsias
CKBO3b CHUTO ¢ pa3MepOM OTBEPCTHIi
710 MxM.

7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
l-rugpokcuaHaior

Below LOQ (LOQ = 0.0032 %) /
Huske npenena KoMH4eCTBEHHOTO
onpenenenus ([TKO = 0.0032 %)

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

KETOpOJIaKa

1-keto analog of ketorolac / 0.05%

1-keToaHanor KeTOpoJ1aKa

unidentified impurity /
eMAHUYHASL
HeuaeHTHULUPOBAHHASL
npUMech

0.03%

not more than 0.8 %; / e 6onee 0,8 %;

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

total impurities / 0.1%

cyMMa npumecei

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

8 Water content / 2.0%

Coaep:xanue BOABI

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

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoyKT COOTBETCTBYET Tpebopanuam HJ{

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
Hoarorosieno: Pravesh Rana
Maurya

o

y

[IpoeepeHo: Santoi? Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBonuresb
Amit Kumar N S

Reprint Date /
Hara: 26.12.2024

Reprint Date /
Jara: 26.12.2024

Reprint Date/
Hata: 26.12.2024

Registered Oifice: 8-2-337, Road No. 2, Banjara Hills, Hyderahad - 500034, Telangani, India
Tel: +41 40 4950 2900, Fax: 491 40 4200 2998, Ermzi: maildareddys.com

CIN: L5185

APL954PLCOR1S0T




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories Ltd.
~ormulation Unit-6

Vvill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tol: +91 98156 56001-02

CEPTUPUKAT AHAJIN3A

e Arraddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropoa® Jxcnpece (keroposak) Tab/ieTKH, AHCHEPrHpyeMble B NOJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / _ 3600000 tab /

Cepus Ne 3 Veeton O0bem cepun " 3600000 Tab

Analytical Repovrt No / - 040002770100 Date of Analysis / . 96.12.2024

AHanuTHYecKHil oT4eT Ne JlaTa ananusa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jata npoM3BOACTBA I'open no

Mifg. License No. / ] .

IIponsBoncTBEHHAS : MNB/05/263 Pl nNmbEn o 5 JI-Ne(004669)-(PI
Homep PY RU)

Janen3nsa Ne

Analysis performed according ND: / Anasn3 npoeenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

‘1:‘00 Test / TTokasaTenan Results / Pe3yabTaThbi Specification / Hopma
9 | Residual solvents / OcraTounbie OpraHu4ecKHe pacTBOPUTEH
Isopropyl alcohol / 9 ng/tab / Not more than 350 pg/tab. /
H3onponaHon 9 MKr B TabneTke He 6ornee 350 Mkr B TabneTke.
10 Microbiological purity*/ MukpoGHoJjioruueckas 4ncrora*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ob1ee 4ucno Less than 10 CFU/g / He Gonee 10° KOE/T;
a3poOHBIX MHUKpPO- Menee 10 KOE/r
OpraHu3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o6wee yucno Less than 10 CFU/g / He 6onee 10? KOE/T;
IOPOMOKEBBIX M INIECHEBBIX Memnee 10 KOE/r
rpuboB
Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. /
OrcytcTByeTB 1 T oTcyTcTBHE B 1 T.
11 | Uniformity of dosage units / 4.4 Acceptance value (47) not more than
OAHOPOAHOCTD 15.0 IMokasarens npuemiemocTH (4F)
JIO3UPOBAHHBIX €IHHUIL JoJDKeH ObiTh He Oonee 15,0.

Remarks ;: The Product conforms to ND/

Ipumeuanue: [IpogykT cooTBeTCcTBYET TpeboBanusim HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: Pravesh Ran% IIpoeepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoautess
Maurya % Amit Kumar =
a N
Reprint Date / Reprint Date / Reprint Date / |
Jara: 26.12.2024 Hata: 26.12.2024 Hara: 26.12.2024

CIN: L5 E95AFL

woanALdireGdys.eoi




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Or. Reddy's Laboratories Ltd.

Forimulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disii. Selan, H.P., 173 205, INDIA

Tel:+91 98156 56001-02
v drreddys.com

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

Ipoaykr: Keropoa® Dxcnpece (keToposak) Ta6ieTKH, JucneprupyemMeie B H0J0CTH pTa, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne e O6bem cepuH " 3600000 Tab

Analytical Repo:‘t No/ - 040002770100 Date of Analysis / - 96.12.2024

AHanuTHYecKHii oTueT Ne JaTa anainsza

Date of Manufacture / - 11/2024 Date of Expiry/ - 10/2026

Jara npoM3BOACTBA I'omen no

Mifg. License No. / ] .

IlponsBoAcTBeHHAS : MNB/05/263 MA number: / 5 AAI-Ne(00366%)=(RI=
Homep PY RU)

Junensusg No

Analysis performed according ND: / Anains nposenen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page70f9/Crp. 7139

No

Test / [loka3zaTennb
Ne

Results / PesynbTaThl

Specification / Hopma

12 Assay / KonuuecTBeHHOE
onpejesieHne

10.1mg/ 10.1 Mr From

(101.1 %)

11,0 Mr

CisH1aNO3+C4H11NOs
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no

90mg to 11.0 mg

of

(ketorolac

CisH1sNO3*C4H 1 (NOs

(ketoponaka TpomeTamuH) (ot 90,0 mo
110,0 % oT 3asABJAEHHOr0 KONMYECTBA) B
TabneTke.

13 Butylhydroxyanisole
content / Coaepxanue
OyTWJITMAPOKCHAHHU30J1A

0.0976 mg/tab /
0.0976 mr B TabneTke

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

14 | Package description /
OnucaHHe YIaKOBKH

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
6mucrepe w3z (INA/AJI/TID ¢
piaronorioTurenem/I12BI)
tdombru // (I13/AJ) donsru. Ilo
2 6nucTepa BMeCTe C JIUCTKOM-
BKJIA/TBIIIEM B navyKy
KapTOHHYIO.

(IIA/ATVIID

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
6nucrepe u3
snaronortoturenem/[I19BIT)  doneru //
(I13/AJT) doneru. o 1 unu 2 dnucrepa
BMECTE C JIHCTKOM-BKIAJBIIEM B AuKy
KapTOHHYIO.

C

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana /{ [Mposepeno: Santosh Kumar | Ono6peHo: Menemxkep / Pykosonurenb
Maurya ﬁ Amit Kumar e

= S S
Reprint Date / Reprint Date / Reprint Date /
Jlata: 26.12.2024 Hara: 26.12.2024 Jata: 26.12.2024

Registered Office: 8-2-337, Road No. 3 Ranjara Hills Hynershad - 50013, Tolangana, India
Tel: +91 40 4960 2909, Fax: +91 40 4900 2999, Email: nieiididrreddys.com

CIN: L35195AP1984PLCON 1507

www.drreddys.com




Dr. Reddy's Laboratories [td.
Formulation Unit-6

& e
Dr Reddy,s q... Vill. Khol, Nalagarh Road, Baddj,
® s Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 981566 56001-02
CEPTUOUKAT AHAJIN3A wynwdrreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dxcupece (ketopoaak) TabiieTkn, ucneprapyemsie B noaocry pra, 10 mr ]
Market / Prinox :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne Ve O6bem cepHH " 3600000 Tab
Analytical Repo:‘t No/ . 040002770100 Date of Analysis / . 26.12.2024
AHanuTHYecKHA oT4eT Ne Jara anaan3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JaTa npoM3BoOACTBA I'ogen 1o
Mfg. License No. / ] .
IlpounsBoacTBeHHAS : MNB/05/263 MA number: / 3 JITI-Ne(004669)~(PT-
Homep PY RU)

JIHOeH3ust Ne
Analysis performed according ND: / Anains nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page8 of 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.

* [Ipu BBINyCKe JEKAPCTBEHHOrO NpenapaTa KOHTPOJIb KaYecTBa 110 nokaszatesio «Mukpoduoornyeckas
YUCTOTA» MPOBOAUTES AJIs Kaxkaoil 20-0if cepuM, MM 1151 OXHOM CEPHH B IO, B 3aBHCUMOCTH OT TOrO0, 4TO
HACTYNHT paHblIe.

API name / HaumenoBanne A®C: Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH: ‘  Ketorolac / Ketoposak

API manufacturer batch number / ABRHO007646

Homep cepun npomspogurens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHA NPOU3BOAHTENS FERA00478

rJo: —
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
ITpouseoauteabr ADC, crpana: J-p Pennu'c Jlaboparopuc JIta., Uuaus

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) /

HaumeHnoBaHue, agpec, JHOCH3HA A5 I-p Pennu’c Jlaboparopuc JIta., Muaus, IIpoussoacteentoe
IpousBoacTBeHHas mirowanka / Ilnomanka noapazaenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, uctpukr
KOHTpoJs KauecTBa / [Lnomanka Beimycka Conan, X.I1., 173205, Uuaus (tuuensus 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/ Conclusion : APPROVED /

ITpumeuanue: IIpoayKT cooTseTcTBYeT TpeboBannam HJI 3akiaouenne: OJJOBPEHO

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

IMToarorosneHo: Pravesh Rana ) IMposepeno: Santosh Kumar | Ono6peHo: Menemxep / Pykosoaurens
/i Maurya % Amit Kumar Am

Reprint Date / Reprint Date / Reprint Date / L

Harta: 26.12.2024 Hara: 26.12.2024 Hara: 26.12.2024

Registered Qifice: 8-2-337, Road Nec. 3, Banjara Hills, Hyderabad - 50C034, Telangana, India
Tek: +81 40 4960 29090, Fax: +91 40 4900 299Y, Email: mzii:@drreddys.com
CIN: L85 L95API9R4PLCONAS0T
www.direddys.com




Dr. Reddy's Laboratories [td.
Formulation Unit-6

®e
Dr. Reddy’s ‘... vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P,, 173 205, INDJA

CERTIFICATE OF ANALYSIS Tel: +91 98156 56001-02
CEPTUOPUKAT AHAJIN3A v drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpecc (keroponax) TabieTkH, AMCHeprupyemble B 0J0CTH pra, 10 mr
Market / Prinok :Russia / Poccust
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne : V2402727 O6beM cepuH " 3600000 Tab
Analytical Repourt No/ . 040002770100 Date of Analysis / . 26.12.2024
AHagnTHdecknii oTueT Ne JaTa anau3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JaTta npoM3BOACTBA T'onen go
Mfg. License No. / . .
IlpousBoacTBeHHAS : MNB/05/263 ML PMD SR 2 e S(I0S60%) (=
Homep PY RU)
JanueH3us No ‘
Analysis performed according ND: / Anaaus nposeges 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».

3aKa0o4YeHHe 0 cooTBeTcTBHH: «HacTosIiuM s moATBEepXkIaio, YTO IPHUBEICHHAS BbIlle HHOOPMALIKS ABJIAETCA
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKIUH NPOH3BeIeHa (BKIIOYas yIHAKOBKY (MapKHpOBKY) M KOHTPOJIb
KayecTBa) Ha BHIIIEYKA3aHHOM NPOW3BONCTBEHHOH IUIOmaake (IUIOMIAfKax) B MOJHOM COOTBETCTBUH C
Tpebopanusamu [IpaBui Hajexante# MPOM3BOJCTBEHHOM HpaKTHKY EBpasuicKkoro 3KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsadps 2022) u Tpe©oBaHAAMHU KOHTPOJIA KayeCTBa JIEKAPCTBEHHEIX CPE/ICTB,
a TAaKXKe B COOTBETCTBHHM CO CHEIUGHKAIMAME, COICPXKAIIIMHUCS B PETUCTPALIMOHHOM JIOChE CTPAHBI-MMIIOPTEPA.
3aIucH 1o IPOM3BOJCTBY, YIIAKOBKE H aHAIIM3Y IPOBEPEHbI, H yCTAHOBIECHO MX COOTBETCTBHE TpeboBanusmM I Ipasui
HaJIeXKaleH TPOU3BOICTBEHHON NPaKTUKU EBpasuiCKoro 5KOHOMHYECKOTO CO03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMTpumeuanue: [TponykT cooTBeTCTBYET Tpebopanusam HJL 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarotosieno: Pravesh Rana / IMpoeepeno: Santosh Kumar | Ogo6peno: Menemxkep / PykoBoauresb

Maurya % Amit Kumar N

Reprint Date / Reprint Date / Reprint Date / ‘

Jlata: 26.12.2024 Jata: 26.12.2024 Jarta: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyaerabad - 500034, Telangana, India
Tel: 141 40 4960 2900, Mo +01 .10 4800 2998, Ermail: maii@rlreddye.com
CIN: L85195AP19B84APLCANIAE0TY
www.drreddys.com



