Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Dr. Raddy's Laboratories Ltd
Formmulation Unit-6

Vill. ihol, Malagarh Road, Baddi,
Distr Solan, M.P, 173 205, IND1A
Tej s +91 93166 56001-02

CEPTHO®HMKAT AHAJIM3A

5.20M

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jxenpece (keToponak) Tabierky, AMcneprupyemMele B MOJIOCTH P14, 10 mr

Market / Prinox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepun Ne V2402203 O6bem cepHn " 3600000 Tab

Analytical Repourt No/ . 040002703925 Date of Analysis / . 29.10.2024

AHanuTHdecknii oTueT Ne JlaTa anaau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTta npou3BoacTBA T'open oo

Mfg. License No. / . .

IIpounssoacTBeHHAst : MNB/05/263 MA number: / y HIENE(IO4G02)S (RTe
Homep PY RU)

nuuenzus Ne

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

Page1 of 9/Crp.1 w39

N . .
.N:)) Test / IToka3zaTeb Results / PesynbTaTsl 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. / Kpyrubie
side. / Kpyrible miockue nnockue TabjeTkh ¢ ¢ackoi, CBETINO-
TabneTku ¢ dackoi, CBETIO- KeJITOro IBeTa C IPaBHpPOBKOH «l» Ha
JENTOTO [BETa C TPaBUPOBKOM OJHOM CTOPOHE.
«» Ha OHOM CTOpPOHE.

2 Identification / UnenTuduxauusa

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(# 2nm). / YO-cnekTpbl TONIOLIECHUS
HCTIBITYEMOTO  PacTBOpa M pacTBopa
cTapgapTHOro  obpasla  KeTopoyaka
TpOMeTaMHHa JIOJDKHBI HMETh
MakCHMYyMbl TIPH OJHOH M TOM K& NJIHHE
BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT coorBetcTBYeT TpeboBannsam HJI

Conclusion : APPROVED /
Zakmwuenne: OJOBPEHO

Prepared by /
TToarorosaeno: Santosh Kumar

Maurya &\

Checked by /
Iposepeno: Pawan Kumar

e

Amit

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

Kumar

/\,/jj’/

Reprint Date /
Jara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date / J
Jara:

29.10.2024
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Dr.Reddy’s "":’

CERTIFICATE OF ANALYSIS

D Reddy's Leboratories iid
Formulation Unit-6

1o, Malagarh Road, Baddj,

ATt N ate]
S ,L’Or_

CEPTHO®HUKAT AHAJIM3A

AR RT |

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keTopoaak) TabiaeTky, AHCHeprupyeMele B mosocT pra, 10 mr

Market / Poinox

:Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V2402203 O0bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002703925 Date of Analysis / - 99.10.2024

Ananutnyeckuii oruer Ne Jara anaanza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

Jara npoH3BoACTBA T'ogen oo

Mfg. License No. / . v

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

JaueH3uss Ne

Analysis performed according ND: / Ananu3 npoeegen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp. 2 u3 9

No

Ne Test / Iloka3aTesb

Results / Pe3ynbTathl

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). / Bpemsi yaepXMBaHHs
OCHOBHOrO MMMKa Ha Xpomarorpamme
HCTIBITYEMOT O pacTBopa JIOJIKHO
COOTBETCTBOBATh BPEMEHH yIEP)KNBaHUA
OCHOBHOTO TIHKa Ha XpoMaTrorpaMme
pacTBOpa CTaHAapTHOTO obpasua
KeTopoliaka  TpoMeTamMHHa  (pasien
«KonuuecTBEHHOE ONPENENEHHEN).

Remarks : The Product conforms to ND/
ITpumeuanue: IIpogyKT COOTBETCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar [TpoBepeno: Pawan Kumar Opobpeno: Menemxep / PykoBoauteb
Maurya Amit Kumar J -
20 [x" o
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024
Registare [ 500034, Telanzana, India

| Office: §-2-437. Boad Mo. 4, Baniara Hilis, Hydarabad -
7

900 209

G PLCH0RR0T

vwLarraeddys.com

9, Email maill@drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

n, HR, 473 205, IND1A

CEPTH®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa®™ Jxenpece (keropoak) Tadierkn, AHCHeprupyeMbice B N0JOCTH P12, 10 mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne + V2402203 O0BeM cepun " 3600000 Tab
Analytical Report No/ . 040002703925 Date of Analysis / . 99.10.2024
AHanuTHYecKHii oTder Ne Jlara ananuza
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
Jata npoH3BOACTBA Topen g0
Mfg. License No. / . .
IIpoussoacrBeHHas : MNB/05/263 MA number: / : e (O 046522 EIS

Homep PY RU)

aunenzns Ne

 Analysis performed according ND: / Anann3 nposeaen mo HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page3 of 9/Crp.3 m3 9

1}? Test / [lokazaTeb Results / Pe3yabTarhl Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymunzuoporxcuanuson 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
yIepKUBAHUS I[THKOB
2-GyTUNrHAPOKCHAHU30.1a "
3-6yTHIrHAPOKCHAHU301a Ha

XpoMaTorpaMMe HUCHBITYEMOTO pacTBOpa

JIOJDKHEL  COOTBETCTBOBAaTb  BPEMEHAM
yIepKUBAHHUSA NIUKOB
2-6yTHUNTHAPOKCHAHN301a U
3-6yTUArHIPOKCHAHU30J1A Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHOTO
obpasua OyTWirHapokcHanu3ofa (paszen
«CopepxaHue
OYTHITHAPOKCUAHU30TIAn).

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET Tpebosanuam HJI

3aka

Conclusion : APPROVED /

wyenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya

Checked by /
IposepeHo: Pawan Kumar
Amit

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

Kumar

; -L—
Pt o

Reprint Date /
Jata: 29.10.2024

Reprint Date /
Jlara: 29.10.2024

Reprint Date / !
Hara:

29.10.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS .

Dy Reddy's Laberatories Ltd
Formulation Lnit-6
vili. Khel, Malagari Road, Baddii,

CEPTHO®HEKAT ATHAJI3A

Distt. folan, HL.R, 173 205, INDia
el 491 88166 56001-02
.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poayxt: Keropoa® Dxcnpece (KeTopoJak) TabJeTKH, AHCIePrHpyeMbie B MOJIOCTH P14, 10 mr

Market / Puinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne V2402203 O06beM cepun " 3600000 Tab

e KR GLUND - 040002703925 Date of Analysis/ . 5907024

AHajuTnieckHii oTueT Ne JlaTa ananuza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTta npou3BOJACTB2 Toxen oo

Mfg. License No. / ) o

IlpousBoAcTBEHHAS - MNB/05/263 MiAmumbery/ : e N (OIEIGE2) = (FIs
Homep PY RU)

aunensns Ne

Analysis performed according ND: / Ananns nposegen no H/T: JI-Ne(004669)-(PI'-R1)-190224

Page 4 0f9/Crp. 4 u3 9

1;.00 Test / IlokaszaTeJib Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennss 69.6 mg / 69.6 mr 67.2 mg to 72.8 mg (70.0 mg +4.0 %). /
macca ; Ot 67,2 mr o 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OAHOPOIHOCTHL Macehl 2/20 tablets - not more than £ 20 %. /
18/20 Ttabnetok — He Oonee + 10 %;
2/20 Tabnetox — e 6oxee £ 20 %.
4 Disintegration time / 01 min 02 sec / 01 mun 02 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocthb
5 Dissolution / PacTeBopenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. Ci15sH3NO3C4H; 1 NO3 (ketorolac
Unit-2 / TaGn-2 100 % tromethamine) in 15 min. / He MeHee
Unit-3 / Tabn-3 101 % 75 % Q) C1sH13NO3C4H11NO3
) (xeToponaka TPOMETaMHH) uepe3 15 Mun.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 98 %

Remarks : The Product conforms to ND/
IMpumeyanue: IIpoaykT cooTBeTcTBYeT Tpebosanuam H/

Conclusion : APPROVED /
Zakawuenue: OJJOGPEHO

Prepared by /

Maurya

[Toxarotosneno: Santosh Ii}rsar

el B

Checked by /
ITposepeno: Pawan Kumar

%_

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautensb

Amit Kumar U
/\(‘ /

Reprint Date /
Jlara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date / i
Hara: 29.10.2024

vl drreddys
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS - SR

Dr. Reddy's Laboratories L{id

Formulation Unit-€

'\fili ihol, Nalagarn Road, Baddj,
sit. Solan, H.B, 173 205, INDiA

CEPTUPUKAT AHAJIN3A

66 56001-02

' ~
e

v crrecdays.com

'Product )

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keTopoaak) TabaeTKH, AHCHeprupyemMbie B IOJIOCTH pra, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne V2402203 O6bem cepun " 3600000 Tab

Analytical Rep0ft No/ . 040002703925 Date of Analysis / - 20.10.2024

AHajguTn4deckuii oTyer Ne JlaTa ananusa

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2026

Jara npou3BoacTea T'ogen no

Mfg. License No. / . o

I pouspoacreenHas : MNB/05/263 IR nuniber: d ;. JIN-Ne(004669)~(PT-
Howmep PY RU)

JauneHznsa Ne

Analysis performed according ND: / Ananus nposexen no H/L: JII-Ne(004669)-(PT-RU)-190224

Page 50f9/Crp.Su3z9

NN:) Test / IToka3aTe/ib Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucriepcHOCTD 710 um sieve is formed. / O6pa3yercs
ONHOpOAHAS CYCNEH3MA, [POXOAALIAs
CKBO3b CHUTO C pPa3MEpPOM OTBEpPCTHit
710 MKM.
7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
1-runpokcuananor
KeTopoJjiaka

/ Huxe npenena

(TIKO = 0.0032 %)

1-keto analog of ketorolac /

Below LOQ (LOQ = 0.0032 %)

KOJM4YECTBCHHOT O ONPCACIICHHA

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

not more than 0.8 %; / He 6oxee 0,8 %,

ConepkaHne BOAbI

1-KeToaHaNoT KeTopoNaka 0.07%
unidentified impurity / not more than 0.5 %; / "He Gonee 0,5 %o;
eIUHUYHas 0.01%
HeugeHTAQUIPOBaHHAS
NpHMeECh
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa npumecen
8 Water content / 2.5% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks :

The Product conforms to ND/
ITpumeuanue: [Tpoaykr cooTBeTcTRYyeT TpeboBaHusm HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
TToarorosieno: Santosh Kumar
Maurya

Checked by /
[Mpoeepeno: Pawan Kumar

£

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonutesns
Amit Kumar L

[

Reprint Date /
Jara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date / k

Hara: 29.10.2024
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Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkenpece (keroposak) Ta6aeTku, Aucneprupyemblie B M0J40CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepua Ne 7w V2402203 O0bem cepun " 3600000 Tab

Analytical Repog‘t No/ - 040002703925 Date of Analysis / . 9910.2024

AHajguTH9ecKHil oTueT No Jlara anamusa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026

JaTta npou3BoacTBa I'onen no

Mifg. License No. / . .

TponsroncTBCHMAR - MNB/05/263 MES numb e/ y SH=Ne(004669)=(RI=
Homep PY RU)

Jannen3us Ne

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

Page 6 of 9/ Crp. 6 139

I

1}? Test / [Tokazateinb Results / Pe3yabTaThl Specification / Hopma

9 Residual solvents / OcraTouHble OpraHM4eCcKHE PaCTBOPUTENH
Isopropyl alcohol / 5 pg/tab / Not more than 350 pg/tab. /
H3zonponanon 5 MKr B Tab/1eTKE He 6onee 350 mxr B Tabnerke.

10 Microbiological purity*/ Mukpo6uosiornyeckas yucrora*
Total Acrobic Microbial NA not more than 10°> CFU/g; /
Count / obiuee yucio He Gonee 10° KOE/r:
a3poOHBIX MHKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / ob1iee yncno He Gonee 10 KOE/r;
JPOMOKEBBIX W MIIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /

oTCYTCTBUE B 1 T.

11 Uniformity of dosage units / 4.9 Acceptance value (4V) not more than
OaHopoaHOCTh 15.0 Tlokasatennb npuemiieMocTu (A7)
J03HPOBAHHBIX e1HHULL noipkeH ObITh He 6onee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanue: [IponykT cooTBeTCTBYET TpeboBanram HJI

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneHo: Santosh Kumar
Maurya (}%

ya

IIposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Amit Kumar /.&’ .://

Reprint Date / J

Jara: 29.10.2024

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoaak) Tadiierkn, Aucneprapyemble B M010CTH pra, 10 Mr

Market / Puiaok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepusi Ne i V2402203 O0bem cepun " 3600000 Tab
Analytical Report No/ - 040002703925 Date of Analysis / . 99.10.2024
AHaauTH4gecKHil oTyeT No JaTta ananusa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026
JlaTa mpoM3BOACTBA T'ogen no
Mfg. License No. / ] .
IlpousBoacTBEHHAN : MNB/05/263 BTsnumber: / | iy el 6o (A=
Homep PY RU)
aunenzusa Ne

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

Page 70f9/Crp. 7 u3 9

No
No

Test / [TokazaTennb

Results / PesyabTaTthl

Specification / Hopma

12 Assay / KoiinuecrBeHHoOE
onpesesieHHe

9.8 mg/9.8 mr
(98.1 %)

From 9.0mg to 11.0 mg of
C15H13NO3*C4H | 1 NO;y (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr n0
11,0 mr Ci5H13NO3°C4H, 1 {NO;
(xetoponaka tpometamuH) (ot 90,0 mo
110,0 % OT 3afABJIEHHOTO KOJQMYECTBA) B
TadNeTKe.

content /

13 Butylhydroxyanisole
CoaepxkaHue
Oy THJArMAPOKCHAHHU30/IA

0.0929 mg/tab /
0.0929 mMr B TabyeTKe

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

14 Package description /
OnncaHue ynakoBKHU

10 tablets in a blister

foil. 2 blisters

pack. / Tlo
onucrepe U3
BnaronornotureneM/[15BIT)

BKJIaIBILIIEM B
KapTOHHYIO.

of

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
with patient
information leaflet in a carton
10 TabneTok B
(ITA/AJUTID ¢

¢oneru // (T15/AJ1) doasru. Ilo
2 6auctepa BMECTE C JIMCTKOM-
navyKy

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
Onucrepe u3 (TTA/AJI/TID c
pnaronornotutenem/I[I13BIT) doasru //
(T15/AJ1) donbru. Ilo 1 wiu 2 Gnucrepa
BMECTE C JIMCTKOM-BKNAJABIIEM B HAuyKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
INpumeuanue: [poaykt coorsetrcTByeT Tpebosanusam HJI

Conclusion : APPROVED /
Zakmouyenne: OJOBPEHO

Prepared by /

Maurya

TMonrorosneno: Santosh Kumar

Fa

Checked by /
IposepeHo: Pawan Kumar

Approved by: Manager/Executive /
Onob6peHo: Menemxep / Pykosoauresns

Amit Kumar

N
D=t =

Reprint Date /
Jara: 29.10.2024

,2{.5'7
Reprint Date /

Hara: 29.10.2024

Reprint Date /
Jlara: 29.10.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

. i e ] e st s
O Raday's Laboraiories Lid
Formulation Unit-6
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CEPTHU®UKAT AHAJIM3A e drratidys.comm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpecc (keToposiak) TabaeTku, AnCHepripyemMble B 110J10¢TH pra, 10 mr

JHLeH3nsa No

Market / Puiaok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne i V2402203 O0neM cepun " 3600000 Tab
Analytical Repovrt No/ - 040002703925 Date of Analysis / - 20.10.2024
AHamuru4eckHii oTyer No Jara anaanza
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026
Jara npoM3BoACTBA T'open no
Mfg. License No. /

; MA number: / . JIII-Ne(004669)-(PT -
IlpoussoacTBEHHAR : MNB/05/263 Howmep PY " RU)

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

Page8of 9/Crp. 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 BBINYCKe JIEKAPCTBEHHOr0 Npenapara KOHTPOJIb Ka4ecTBa no nokasarento «Mukpoduonorayeckas
YHCTOTA» MPOBOAUTCS AJIA Kaxa0i 20-0fi cepUH, UIH 1A OJHO CEpHU B IOl, B 3aBHCUMOCTH OT TOI'0, 4TO

HACTYIUT paHbLLe.

| API name / Haumenosanue AD®C:

Ketorolac tromethamine / Ketoposiaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun nponssoautess ADC:

ABRH007412

FP Manufacturer API Batch number /
Howmep cepun cyGcTaHIHH IPOH3BOTHTEISI
TJId:

FERAQ00458

API Manufactured by & country /
IIpoussoanteanr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c JIaboparopuc JIta., Maavs

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

HaunMenoBaHHe, apec, JMIeH3Hs 111
IpoussoacTeenHas miaomaaka / Ilnomanka
KoHTpOA KayecTBa / Illomagka BeInycKa

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

J-p Penawn’c JIab6oparopuc JIta., Muaus, IlpoussoacreenHoe
nonpasaenenune-6, Bunn. Kxons, Hanarapx Poya, bagan, Juctpukr
Comnan, X.I1., 173205, Uaaus (1uuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanue: [IpoayKT cooTBeTCTBYET TpeboBanusm H/ 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: Santosh }@mar IIporepeno: Pawan Kumar OpobpeHo: Menemxep / Pykopoaurens
Maurya _ Amit Kumar -

ry %L A=
Reprint Date / Reprint Date/ Reprint Date / |
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CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dxcnpece (keroposak) TabaeTku, Aicneprupyembie B NoJ0CTH pra, 10 mr
Market / Poigok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepusi Ne i V2402203 O6beM cepuu " 3600000 Tab
Analytical Repourt No/ - 040002703925 Date of Analysis / . 99.10.2024
AHanuTH4ecKHil oTHeT Ne JlaTa aHasgmM3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
Jara npom3BoacTBa I'ogen no
Mfg. License No. / . .
IIponsBoacTBEHHAS : MNB/05/263 g numbersy) § JINI-N2(004669)~(PT-

Homep PY RU)

auuensus Ne
Analysis performed according ND: / Anasin3 nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 9 of 9/ Crp. 9 uz 9
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
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».

3akaueHHe 0 cooTBeTcTBUH: «HacToAIUM s MOATBEPIKIAI0, YTO NPUBEJACHHAS BBIE HHPOPMALUS ABIACTCA
JOCTOBEPHOIl ¥ TOYHOM. DTa cepHsl NPONYKLUHH HMPOHM3BCICHA (BKIIOYAS YHAKOBKY (MapKHpPOBKY) W KOHTPOIE
KadyecTBa) Ha BBINICYKA3aHHOM MTPOM3BOJICTBEHHON IUIOIAaAKe (IJIOIAAKaX) B MOJHOM COOTBETCTBHH C
TpeGoBanusMu IIpaBui HamIexalieldl IPOU3BOACTBEHHON MPaKTHKH EBpasuickoro sKOHOMHYECKOTO coroza (No
GMP/EAEU/RU/00554-2022 o1 02 centsi6pst 2022) 1 TpeGoBaHHAMH KOHTPOJIS KaYeCTBa JICKapCTBEHHBIX CPE/CTB,
a TaKXe B COOTBETCTBUH CO CHENHDUKANUAMH, COJEPKAIMUMHICS B PETUCTPALUOHHOM J0ChE CTPAaHBI-UMIIOpPTEpA.
3aIucH [0 MPOM3BOJICTRY, YIIAKOBKE U aHAIH3Y [IPOBEPEHEL,  yCTAHOBIIEHO HX COOTBETCTBHE TpeboBanusM [ Ipasun
HajIeXkalei mMpou3BOACTBEHHON NpakTUKU EBpa3HiicKoro 5KOHOMHYECKOTO CO03ay.

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