Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Or Reddy's Laboratories Ltd,

Farmulstion Unit-5

fi. €hol, Malagarh Road, Baddi,
‘ s ¥73 g05, inNDIA

:6001-02

CEPTHOUKAT AHAJIN3A

L

E‘oduct )

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Mpoaykr: Keropoa® Dkcnpecc (keToponak) TadeTku, AHCIeprupyemMble B 0oJocTh pra, 10 mr

Market / Prinok

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne 4 V2sl2llo O6bem cepun " 3600000 Tab

Analytical Repourt No / - 040002694008 Date of Analysis / . 91.10.2024

AnanutH"lecKuii oTueT No JlaTa ananuza

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

JlaTra mpomM3BoacTBa TI'onen no

Mfg. License No. / . .

ITpon3BoacTBEHHAS : MNB/05/263 AN DE o S NS((040669) (Pl
Homep PY RU)

annensua Ne

Analysis performed according ND: / Ananu3 npoeien no HI: JITI-Ne(004669)-(PI'-RU)-190224

Pagel of 9/Crp. 1 u3 9

No

Test / ITokaszaTenn
Ne

Results / PezyabTarsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrible nigockue
TabneTkH ¢ packoii, ceTIO-
HKEJITOTO LBETA C TPABUPOBKOI
«I» Ha omHOIT cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrisie
TUIoCKHE TadleTku ¢ Qackoll, cBeTo-
JKENTOro LBETa ¢ IpaBHpPOBKOH «l» Ha
O HOH CTOpPOHE.

2 Identification / UnenTuduxanus

Ketorolac / Kemoponax

Complies / CooTBeTCTRYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-criexTpsl MNOTNOLIEHUS
UCTILITYEMOrO  pacTBOpa M  pacTBopa
CTaHmapTHOro  ofpaszua  KeTopoJaka
TpOMeTaMHHA JIOJDKHBI HMETh
MaKCHUMYMbl IPH OOHOHN W TOW Xe IJIHHE
BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVEI]

IIpumeuanue: Ilpogykrt coorBeTcTBYET Tpeboranusm HJJ 3akmouenne: OJIOBPE] O

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

[Tonroroeneno: Noor Mohammad | Ilpoeepeno: Santosli(umar OnobpeHo: Meue,umcp / )l\OE?ﬂHTLJ'IL
Maurya / Abhishek Chauhan /

Reprint Date / ﬂ /Z/ Reprint Date / Reprint Date /

Hara: 21.10.2024 Hara: 21.10.2024 Hara: 21.10.2024

g



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

D Reddy's Laboratories Lid,
Formulation Unit-6

ol, Malagarh Road, Baddi,
Solan, H.B, 173 205, INDIA

50 56001-02

CEPTUPHUKAT AHAJIN3A

Rl ]

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoaykr: Keropon® Dxenpece (keropoaak) Tabnerks, JHcOeprupyeMble B moaocTi pra, 10 mr

Market / Poinok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2402115 Ob6nem cepHH " 3600000 Tad

Analytical Repourt No / - 040002694008 Date of Analysis / . 21.10.2024

AHanutHYecKkuii oruet Ne Jlara aHanuza

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2026

Jlara npoM3BoACTBa TI'ogen o

Mfg. License No. / . .

IIpousBoacTBEHHAS : MNB/05/263 M numbersy) g NG00 (Bl
Homep PY RU)

auneHsus Ne

Analysis performed according ND:

/ Ananus nposeaex no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Crp. 2 139

No

Test / Hoka3aTenb
Ne

Results / Pe3yabTaThl

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 ynepXxnBaHus
OCHOBHOTO TMHKAa Ha XpomaTorpamMe
HCTIBITYEMOr O pactBopa JIOJKHO
COOTBETCTBOBATh BPEMEHH yICPKUBAHHA
OCHOBHOTO TIHMKa Ha XpOMaTorpaMmme
pactBopa CTaHAAPTHOTO obpasia
KeToposlaka  TpoMeTaMuHa  (paszaen
«KonuuecTBeHHOE ONpeAeTeHUER).

Remarks : The Product conforms to

ITpumeuanue: ITponyxT coorBercTBYET TpeOoraHusaM HJ|

ND/

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
[Toaroroeneno: Noor Mohammad

Checked by /
IIposepeno: Santosh Kumar
Maurya i

o

Onobpeno: Menemxep / Pykosogurens

Approved by: Managcrijtcutive /
Abhishek Chauhan
([r /

a8

Reprint Date /
Jarta: 21.10.2024

Reprint Date /
Hata: 21.10.2024

Reprint Date /

-/

Hara: 21.10.2024




Dr.Reddy’s ":'

1. Reddy's Laboratories Ltd,
Forimulation Unit-6

Vill. ithol, ialagarh Road, Baddi,
izt Solan, H.P, 173 205, INDJ|A
Tol +91 98156 56001-02

ITpoaykt: Keropoa® Jkenpece (keroposiak) Tabiaerku, gucneprapyembie B moJjoctu pra, 10 mr

CERTIFICATE OF ANALYSIS o S ——
CEPTHO®UKAT AHAJIM3A I
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Market / Poinok :Russia / Poccust

Batch No / - V2402115 Batch Quantity / 3600000 tab /

Cepusa Ne ' O06nbem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002694008 Date of Analysis / . 91.10.2024

AHajiuTH49ecKHH oTyeT Ne JlaTa anasu3za

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

JlaTa npoM3BOACTBA T'onen mo

Mfg. License No. / . o

IlpousBoacTBEHHAsS : MNB/05/263 pIASnUmbersY) g SN (0000 S(EIF
Homep PY RU)

aunenzus Ne

Analysis performed according ND: / Anaans nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page3of 9/ Crp.3 u3 9

i? Test / [Toka3zaTenn Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzuopoxcuanuzon 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
YIEPKHUBAHUS TTUKOB
2-0yTHArMAPOKCHAHU30TIa u
3-0yTHArHIPOKCHAHU3011a Ha

XpOMaTorpaMMe HCIbITYEMOrO pacTBoOpa
DOJDKHBI  COOTBETCTBOBATb  BpEMEHaM

yIAepKUBAHUS TIUKOB
2-0yTUNTUIPOKCHAHM3011a U
3-6yTUAruIpOKCHAHU30M1a Ha

XpoMaTorpaMMe pacTBopa CTaHAAPTHOrO
obpasua OyTUArUApPOKCHAaHM30Ma (pa3nen
«Copepyxanue
OYTUIITHAPOKCHAHM30TIAY).

Remarks : The Product conforms to ND/
[Ipumeuanue: Ilponykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akivenne: OII[_OBPEH()

Prepared by /
IMoarorosneno: Noor Mohammad

Checked by /
[Iposepeno: Santosh Kumar

Maurya )})
M

Approved by: Managerfﬁf){' cutive /
Opobpeno: Menemxkep /.P "KOBOQUTEIb
Abhishek Chauhan L 7'

2
Reprint Date / ﬂé/
Jara: 21.10.2024

Reprint Date /
Jara: 21.10.2024

Reprint Date /
Jara: 21.10.2024

Repisiered Office: R-7-377, Rnart Nn

Tel: +S3 406 4560 29040, Fax

2, Ranjsen Hille, Hyderahod - 800034, Telangana, India




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

. Reddy's Laboratories Ltd.
Forrlation Unit-6

Vill, Khol, Nalagarh Road, Baddi,
Diste. Solan, H.R, 172 205, INDIA
fol 1 +21 98166 56001-02

CEPTUDPUKAT AHAJIN3A

AT LAY S UL

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dkenpece (keroposax) Tabiaerku, Aucneprapyemsie B mosocTn pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne VEHRELE O6Bem cepln " 3600000 Tab

Analytical Repo:’t No/ - 040002694008 Date of Analysis / . 21.10.2024

AHaaHTHYeCKHH oTYeT Ne Jlara ananuza

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2026

Jara npo M3BOACTBA T'open oo

Mfg. License No. / ] .

IpoussoncTaennas - MNB/05/263 SVE mumhee:l g U 100T) (RIS
Homep PY RU)

JHneH3nsy Ne

_Analysis performed according ND: / Ananu3 npoBeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 4 0f9/Cip. 4u3 9

NNf Test / [lokazaTennb Results / PesynabTaTtsl Specification / Hopma
3 Average weight / Cpeausis 69.1 mg/69.1 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 %;
OaHOPOAHOCTHL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He ©Oomee + 10 %;
2/20 tabnerok — He 6onee £ 20 %.
4 Disintegration time / 0 min 29 sec / 0 MuH 29 cek Not more than 3 min. / He 6osiee 3 MuH.
Pacnagaemocts
5 Dissolution / PacTBopenne Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. CsHi3NO3°C4H 1 NO, (ketorolac
= - 4]
Unit-2 / Ta6n-2 105%% tromethamine) in 15 min. / He menee
Unit-3 / Ta6bn-3 99 % 75 % Q) C1sHi3NO3+CsH | 1NO;
. (keToponaka TpoMETaMHH) Yepes3 15 MHH.
Unit-4 / Tabn-4 99 %
Unit-5 / Taba-5 94 %
Unit-6 / Taba-6 100 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cootsercTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IToarorosneno: Noor Mohammad

Checked by /
IIposepeno: Sauto(s});\Kumar
o4

Approved by: ManagerfE:F cutive /
Onobpeno: Menemxkep / PykoBonuresb

Maurya Abhishek Chauhan
,, £ L/
Reprint Date / [1% Reprint Date / Reprint Date / S
Jara: 21.10.2024 Jara: 21.10.2024 Jlarta: 21.10.2024

Registered M
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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

I Reddy's Laborateoiies Ltd,
Formulation Unit-5

Vill. Khol, Malagarh Road, Badidi,
st Solan, HLR, 173 205, INDIA
el +91 981566 56001-02

CEPTHOUKAT AHAJIM3A

whasdirrae

ddys com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

ITpoaykr: Keropoa® Ikcnpece (keToponak) TabeTkH, AHCHEPrHpPYyeMbIe B IOJOCTH pTa, 10 Mr

Market / PoiHox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne $ V2402115 O0beM cepHu " 3600000 Tab
Analytical Repourt No/ . 040002694008 Date of Analysis / . 91.10.2024
AnanuruHeckni orger Ne JlaTa anaam3za
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jara npoM3BoacTBa I'oaen no
Mifg. License No. / ) o
ITpoussoacTBeHHAS : MNB/05/263 S number: LR o gty
Homep PY RU)
Junenzust Ne

Analysis performed according ND: / Auanu3 nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

PageS5of9/Crp.5n39

, Road e,
! mail

[AEHTREEES

‘I:“()) Test / [loka3aTennb Results / Pe3yabTaTsl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTRYET A uniform suspension passing through a
JucnepcHocTb 710 um sieve is formed. / O6pazyetcs
OJHOpOJHAs CYCMEH3Us, NPOXoAsiias
CKBO3b CHTO C pPa3MepoM OTBEpCTHi
710 MKM.
7 Impurities / [Ipumecn
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / ve 6onee 0,5 %;
ketorolac: / / Huxe npenena
1-ruapokcHaHanor KOJIMYECTBEHHOTO ONpPENENEHHU
KeTopoJjaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %; / ne 6onee 0,8 %;
1-KeToaHaNor KeToposaka 0.08%
unidentified impurity / not more than 0.5 %; / e 6onee 0,5 %;
€IUHWYHas 0.01%
HeHIeHTH(HLIUPOBaHHAs
npHMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa IpuMecei
8 Water content / 29 % Not more than 7.0 %. /
Coaepaxanne Bobl He 6onee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanwue: Ilponykr coorseTcTByeT Tpebosanusm HJT 3akawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Hxecutive /
[Toarotoeneno: Noor Mohammad | TIpoeepeno: Santosh Kumar | OpobpeHo: Meuemicep/ / Pyhoacmm enb
Maurya (A Abhishek Chauhan /
— “--____..--'
Reprint Date / 6?)' ,/2/ Reprint Date / Reprint Date /
Hara: 21.10.2024 Z[aTa 21.10.2024 Jara: 21.10.2024
Banjam Hi lyaerabad - R0NN34. Telangana, India

irreddyvs.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS ‘_‘l

. Reddy's Laboratories Ltd,

Formulation Unit-6

Vill. Khol, Natagarh Road, Baddi,

Gistt. Solan, H.P, 273 205, INiDIA
+91 95166 56001-02

ilys com

CEPTUOUKAT AHAJIN3A

'Product 3

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon® Dxcnpece (keTopoJak) Ta6ierks, AucneprapyemMsie B oJ10cTH pra, 10 mr

Market / Poinox

:Russia / Poccus

Batch No / V2402115 Batch Quantity / 3600000 tab/
Cepns Ne ' O0beMm cepun " 3600000 Tab
Analytical Repourt No / . 040002694008 Date of Analysis / - 21.10.2024
AHanuTHYeCKHI oTueT Ne JaTta anaau3za
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JaTa nmpou3BoOACTBA T'ogen g0
Mg, License No. / _ MA number: / . JITI-Ne(004669)~(PT -
IIpoussoacrBeHHAR . MNB/05/263 =

Homep PY RU)
JHIeH3us Ne

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

Page 6 of 9/ C1p. 6 u3 9

ITpumeuanue: [Iponykr coorBercTByeT TpeboBanusam HJJ

1;.00 Test / INMokazaTenn Results / PezyanTaThl Specification / Hopma

9 Residual solvents / O¢TaTo4yHble OpraHuyeckHe pacTBOPHTENH
Isopropyl alcohol / 18 pg/tab / Not more than 350 pg/tab. /
H3onponaxon 18 Mkr B TabneTke He 6onee 350 mxr B TabneTke.

10 Microbiological purity*/ Mukpo6uonoruieckas 4uctora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / ob1uee YHCI0 He 6osee 10° KOE/r;

a3pOOHBIX MUKPO-

OpTaHH3MOB

Total Combined Yeast and NA not more than 10> CFU/g; /

mold count / obiee unciao He 6onee 10° KOE/T;

JPOMOKEBBIX U ILTECHEBBIX

rpubos

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 10.7 Acceptance value (4V) not more than
OaHopoaHOCTh 15.0 Tlokasarensb npuemMieMocTu (A V)
A03UPOBAHHLIX eAUHHULL JomxeH ObITh He Oogee 15,0.

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

3akiarouenune: OJOBPEHQ

Prepared by /
IToaroroeneno: Noor Mohammad

Checked by /
IIposepeHo: Sanlos} Kumar

Approved by: Manager/Exetutive /
Onobpeno: Menemxep / P [xosomrrem;

Maurya X) Abhishek Chauhan
Reprint Date / W l Reprint Date / Reprint Date /
Jara: 21.10.2024 2 I[aTa: 21.10.2024 Hara: 21.10.2024
Registered Crfice: 8-2-227, Road e, 3, Banjara H ix!v ..\dﬂr abad - 500074, Tela 1; ina India
ol +491 45 1500 229¢, Emails iz direddys.com

rr’l’ 04507




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

s Reddy's Laborato
N )mm! fion Unit-5
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.R, 173 205, inNDIA

Tel ; +91 98166 56001-02

riss Ltd,

CEPTUOPUKAT AHAJIM3A

)
WTICAaGY OO

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxt: Keropon® Ikcnpece (keroponak) TadieTkH, JHCHEPrHpyeMble B OJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne  Ved02lle O0bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002694008 Date of Analysis / . 91102024

AnamuTudeckuii oryer Ne JaTa anaausa

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2026

JlaTa npoM3BoJcTBa I'omen mo

Mfg. License No. / ) »

ITpousBomcTBeHHAS : MNB/05/263 L G 5 EN(OO4G62)=(RIFS
Homep PY RU)

Jnuensus Ne

Analysis performed according ND: / Anain3 nposeaen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page 70f 9/ Crp. 7u3 9

Tu!: +%1

S, Epail maiig

I;.f Test / IloxazaTens Results / PesyanTaTnl Specification / Hopma
12 Assay / KostnuecTBeHHOE 10.0 mg/ 10.0 Mr From 90mg to 11.0 mg of
onpenesieHne (99.9 %) CisH13NO3+C4H 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 mr Ci1sH13NO3*CsH 1NOs
(xetoponaka Tpometamuu) (ot 90,0 mo
110,0 % OT 3aABJEHHOr0 KOJIH4ECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0920 mg/tab / Not less than 0.042 mg/tab. /
content / CoagepxaHne 0.0920 mr B Tabnetke He menee 0,042 mr B TabneTke.
OyTHITHAPOKCHMAHU30/12
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
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 Tabmetok B
information leaflet in a carton | 6Gnuctepe u3 ITA/AJITID c
pack. / Ilo 10 Tabnerox B | BnaromorioruteneM/[I9BIT) doneru //
6mucrepe uz (IIA/AJVIID ¢ | (II2/AJ]) doneru. ITo 1 wiu 2 6auctepa
BJaromnorioturenem/I15BIT) BMECTE C JINCTKOM-BKJIA[BIIUEM B MayKy
¢oneru // (IT13/AJT) doneru. Ilo | KapTOHHYIO.
2 GnucTepa BMECTE C JHCTKOM-
BKJIAIbIIIIEM B nayKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED f
ITpumeuanue: IIpoaykr cootBeTcTBYET TpeboBanusm HJI 3aknaodenne: O,IIOBPE
Prepared by / Checked by / Approved by: Manaoerf utive /
[Moarorosneno: Noor Mohammad | ITposepeno: Santo 1 Kumar | OpobpeHo: MeHeszep/ hOBO,E[H ellb
Maurya %3 Abhishek Chauhan '
Reprint Date / Jf/ Reprint Date / Reprint Date /
Jata: 21.10.2024 2~ JaTa: 21.10.2024 Hara: 21.10.2024
Registerad Office - Banjara Hills, Hvderabad - 500034, Telaneana, India

2drreddys.com




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

& e
R / ‘.. Vill. Khol, Nalagarh Road, Baddi
Dr" eddy S s Distt. Solan, H.P, 273 205, INDIA

Tei:+91 98156 56001-02

CERTIFICATE OF ANALYSIS S P,

CEPTUDPUKAT AHAJIU3A S
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® xenpece (keToposak) TabaeTkH, JHCIeprupyemMble B MOJIOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne S O6bem cepun " 3600000 Tab
Analytical Repo:'t No/ - 040002694008 Date of Analysis / - 21.10.2024
AHasinTHYecKHii oTuet Ne Jata ananusa
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JlaTta npomM3BOJACTBa T'open a0
Mfg. License No. / . .
IlponsBoacTBEHHAsN : MNB/05/263 MA number: / i JIIT-Ne(004669)-(PT -

Homep PY RU)

Junensus Ne
Analysis performed according ND: / Ananns nposeaen no HJL: JITI-Ne(004669)-(PT'-RU)-190224

Page8 of 9/ Crp. 8 m3 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.
* [1pu BbINYCKe I€eKAPCTBEHHOIO NMpenapaTa KOHTPOJIb KauecTBa N0 nokasarento « MHKkpoOHooruieckas
YUCTOTA» MPOBOAMTCS A/ Kaxnoid 20-oii cepun, MM ANst OAHON cepuy B roj, B 3aBHCHMOCTH OT TOI0, YTO
HACTYMUT paHblLe.

| API name / HaumenoBaune ADC: Ketorolac tromethamine / KeToposiaka TpoMeTaMHH
| INN / MHH: Ketorolac / Ketoponax
API manufacturer batch number / ABRHO007361
Howmep cepun npoussoautens APC:
FP Manufacturer API Batch number /
Howmep cepHH cyOcTaHIIHH NPOH3BOAHTEIA FERA00457
TJId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouspogurteas ADC, crpana: J-p Pennu'c Jlaboparopuc JIta., MHaus
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) /
HaunmenoBanue, ajpec, JALEH3US A H-p Penny’c Jlaboparopuc Jlta., Muaus, [lpousBoacTBEHHOE
I pouspoacTeeHHas miomanka / Ilnomanka nonpasaenenue-6, Bum. Kxons, Hanarapx Poya, bapau, Juctpukr
KOHTPOJIA KavecTsa / Iliomanka BbImycKa Conan, X.I1., 173205, Uuaus (muuedsus somep MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHusaM HJI 3axaruenne: OJJOBPEH(Q
Prepared by / Checked by / Approved by: Manager/Exediitive /
[oarorosneno: Noor Mohammad | Ilposepeno: Santosh Kumar | Ono6peto: Menemxkep / Py Boa/Tenb
Maurya f«}j Abhishek Chauhan =
Reprint Date / ﬂ 7 Reprint Date / Reprint Date /
Hata: 21.10.2024 2~ Hara: 21.10.2024 Hara: 21.10.2024

ills, Hvaerabad - 500024, Telangana, Indin
S0C, Einaill mai@drreddys.com
(DOA/SOTF




Gr. Reddy's Laboratories Ltd,

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

olan, H.P, 173 205, I8 DIA
3158 56001-02

Dr.Reddy’s ":’

)

CERTIFICATE OF ANALYSIS e R
CEPTU®UKAT AHAJIM3A .
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa®™ Ixenpece (keroposak) Tabjerks, Ancneprupyemsle B nonoctu pra, 10 mr |
Market / Prisok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne ks O6BeM cepun " 3600000 Tab
Analytical Repovrt No/ - 040002694008 Date of Analysis / - 21.10.2024
Ananutu<ecknii oruer Ne Jarta anannza
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2026
 laTa npomM3BoaCTBa I'onen no
M. License No. / _ MA number: / . JIII-Ne(004669)-(PT -
M pouspomcTBeHHAN : MNB/05/263 :
Homep PY RU)
JuneHzns Ne
Analysis performed according ND: / Anann3 nposeged no HJI: JITI-Ne(004669)-(PI'-RU)-190224
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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».

3axiiro4eHue 0 coorBeTcTBUM: «HacToAMMUM 5 MMOATBEPXKIAI0, YTO MPUBEAEHHAs BBIIIe HHGOPMAIIUS SBIIETCS
JOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKIMH MpOUW3BEIeHA (BKIIIOYAs YNMAaKOBKY (MAapKHUPOBKY) M KOHTPOJb
KauecTBa) Ha BBIIEYKA3aHHOW IPOU3BOJACTBEHHOHN IUTOIIAAKe (IUIOMIANKaX) B IIOJIHOM COOTBETCTBUM C
tpeboBanusiMu [IpaBun HajeXxameil MTpoU3BOACTBEHHOW NpakTuku EBpazuiickoro 3KOHOMHYECKOIO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 certs6ps 2022) u TpeGoBaHUAMH KOHTPOJIS] KA4ECTBA JIEKAPCTBEHHBIX CPEACTB,
a TaKXe B COOTBETCTBHH CO CHEIHGHKAITUIMH, COACPKAIIMMUCS B PETHCTPAIIOHHOM JOChE CTPaHbI-UMIIOPTEpPa.
3anucH 1o TPOU3BOACTBY, YIIAKOBKE U aHANK3Y IPOBEPEHBI, U YCTAHOBIIEHO HX COOTBETCTBHE TpebopanuaM Ilpasui
HaJIeHKAIICH MPOU3BOACTBEHHOM NpakTuku EBpasuiickoro 53KOHOMUYECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Ipoaykr cooreTcTBYET Tpeboranusam HJI 3akmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Bjxecutiye /
IMoaroroeneno: Noor Mohammad | IIpoeepeno: Santosh Kumar | Ompobpeno: Menemxep // yKoag)mTenb

Maurya ¢ % Abhishek Chauhan i

-

Reprint Date / W Reprint Date / Reprint Date /
Hara: 21.10.2024 Z Jara: 21.10.2024 Hara: 21.10.2024
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