Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TMpoaykr: Keropoa® Dkenpece (keroposak) TabaeTkH, Aucneprupyemble B 110J0¢TH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / Batch Quantity / 3600000 tab /
Cepus Ne - V2402073 O6beM cepun " 3600000 Tab
Analytical Repovrt No/ . 040002692604 Date of Analysis / - 19.10.2024
AHaanTH4ecKHil oTueT No JlaTa anaanza N
Date of Manufacture / . 09/2004 Date of Expiry / - 08/2026
JdaTa npox3BOACTBA T'onen o
Mig. License No./ _ MA number: / ~ JINI-Ne(004669)-(PT -
IIpousBoacrBennan : MNB/05/263 :

Homep PY RU)
JauueH3ua Ne

Analysis performed according ND:

/ Ananus nposeaen no H/: JII-Ne(004669)-(PT-RU)-190224

Page10of9/Crp. 1 u39

No : .
No Test / loka3aTens Results / PesyabTars! 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. / Kpyrable niaockue IoCkMe TabneTku ¢ ¢ackol, CBETHO-
TabaeTku ¢ dackoit, ceeTno- JKEJITOTO I[BeTa ¢ TpaBUpPOBKOH «I» Ha
JKENTOro LUBETA C PaBHPOBKOM ONHOMH CTOPOHE.
«l» Ha oHOH CTOpOHE.
2 Identification / Unentnduraums

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-crekTpsl NOTNOLIECHHS

HCNILITYEMOIO  pacTBopa H  pacTBOpa
cTaHmapTHoro  o0pasla  KeToposaka
TpOMeTaMHHa JIOXKHBI HUMETb

MaKCHMYMbI [IpH OJHOIT 11 TOH e AJIHHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to

ND/

ITpumeuanue: IIponykt cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmouenne: OJJOGPEHO

Prepared by / : Checked by / Approved by: Manager/Executive /
ITonroroeneHo: Pravesh Rane{ Ilposepeno: Santosh Kumar OnobpeHo: Menemxkep / PykoBoautesb
f Maurya {z_ Amit Kumar Sl
- [
Reprint Date / - Reprint Date / Reprint Date / )
Hara: 19.10.2024 Jara: 19.10.2024 Hara: 19.10.2024




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

i's Laboratories Lid
ion Unit-6
o, alagarh Road, Badid,
H.P., 173 205, INDJA
166 56001-02

CEPTUOUKAT AHAJIM3A

otz

G s

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keropoiak) TabieTkH, ucneprupyemMbie B 0JI0CTH pTa, 10 Mr

Market / Prnox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepnsa Ne i Vi2e02010 O6bem cepuu " 3600000 Tab

Analytical Repo:'t No/ - 040002692604 Date of Analysis / - 19.10.2024

AHajiuTu<eckuii oTyer No JlaTa anaanza

Date of M anufacture / . 09/2024 Date of Expiry / - 08/2026

JaTa npoM3BoacTBa T'onen no

Mfg. License No. / . o n s

IIpousBomcTBEeHHAsN : MNB/05/263 MU g sl Ne(004669)-(PT
Homep PY RU)

aanenszusa Ne

Analysis performed according ND:

/ Ananus nposeaen no HJ; JII-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Crp.2 w39

No

Test / [Toxa3zaTennb
Ne

Results / PesyabTaTh!

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 ynepxupaHus
OCHOBHOTO TIHKa Ha XpomaTorpammMe
UCTILITYEMOTO pacTBopa IOJIXKHO
COOTBETCTBOBATh BPEMEHH YJEPKUBaHUS
OCHOBHOTO TIIHKA Ha XpoMmarorpamMe
pactBopa CTaHAapTHOTO obpasia
KeTopojiaka  TpoMmeTamMMHa  (paszen
«KoJyeCTBeHHOE ONPEAETICHUEY).

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

ITpumeuanue: [Ipoaykt coorsercTByeT Tpebosanusm HJT 3akmouenne: OJJOBPEHO

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

IMTonroroeneno: Pravesh Rana // ITporepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoaurens
¢ ] Maurya @\_ Amit Kumar '\:‘;:/

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.10.2024 Hara: 19.10.2024 Hara: 19.10.2024

felangzna, indin
Y




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keTopoaak) Ta61eTKH, ANCHEPrEpyeMble B 0JI0CTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2402073 O06beM cepnu " 3600000 Tab

Anmalytical Repovrt No / . 040002692604 Date of Analysis / . 19.10.2024

AHaguTnHeckni oryer Ne JIaTa aHaau3a

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

Jata npoMiBoAcTBa T'onen oo

Mifg. License No. / . o

IIpousBomcTBEHHAS : MNB/05/263 MA number: / : JI-Ne(004663)~(PT-
Homep PY RU)

JMneH3us Ne

Analysis performed according ND: / Anaau3s nposeen no HJ: JHI-Ne(004669)-(PT-RU)-190224

Page3 of 9/ Crp.3 139

1}? Test / [loxazaTeab Results / Pe3ysabTaThl Specification / Hopma
i Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymunzudporcuanuszon 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 butythydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpewmena
YAEPKIBAHUA THKOB
2-0yTUNrNAPOKCHAHU30IA u
3-0yTUIrHIPOKCHAHN30JIA Ha

XpOMaTorpamme HCIBITYEMOro pacTBopa

JOJDKHBI  COOTBETCTBOBAaTH  BpPEMEHAM
yAEPHIBAHUSI MHKOB
2-0yTHITHIPOKCHAHH30J1a %
3-0y WL MUPOKCMAHU3011A Hd

XpoMaTtorpaMMe pacTBOpa CTaHAapTHOIO
o0paziia OYTHAMMAPOKCHAHN30)1d (pasiei
«ConepxaHue
OYTUArHAPOKCHAHN3OIIAN).

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

IMTpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusam HJI 3axmouenne: OJJOBPEHO

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

[Toarorosneno: Pravesh Rana// [Tpoeepeno: Santosh Kumar | Ono6peHo: Menemxkep / Pykopoauresnb
¥ / Maurya A Amit Kumar F\(/ -

Reprint Date / E Reprint Date / Reprint Date / )

Hara: 19.10.2024 Jata: 19.10.2024 Jlara: 19.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxkr: Keropon® Dxcnpece (keropoaak) Tabaerky, Jucneprupyemsie B nojaoctu pra, 10 mr

Market / PeiHok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepua Ne § V2402073 O6beM cepuH " 3600000 tab

Analytical Repovrt No/ - 040002692604 Date of Analysis / - 19.10.2024

AHaguTHYecKHH oTyeT Ne JlaTa anamu3a

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

JlaTa npoM3BOJCTBA TI'ogen oo

Mfg. License No. / . .

Ilpou3BoacTBeHHAs : MNB/05/263 D Cic 5 CIENS(OL665) Pt
Homep PY RU)

Juanensust Ne

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

Page 4 of 9/ Crp. 4839

f
NNOO Test / IToka3aTennb Results / Pe3yabTaTsl Specification / Hopma
3 Average weight / Cpennsisi 69.1 mg/69.1 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . 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 %;
OnHOpPOAHOCTE Macehl 2/20 tablets - not more than + 20 %. /
18/20 Ttabnerok — He Oomee =+ 10 %;
2/20 tabnetok — He Honee + 20 %.
4 Disintegration time / 0 min 35 sec / 0 MuH 35 cex Not more than 3 min. / He 6onee 3 Mun.
Pacnapaemoctsb
5 Dissolution / PacTBopeHnne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CsH13NO3*CsH |1 NO3 (ketorolac
- i, o
Unicey) laciee L2 o tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 101% | 75% Q CisH13NO3+C4H11NOs
. (keToponaka TPOMETaMHUH) Yepes 15 mMuH.
Unit-4 / Ta6n-4 100 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 102 %

Remarks : The Product conforms to ND/
IMpumeuanne: ponykt cooteercTByeT TpeboBanusam HJT

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / _ Checked by / Approved by: Manager/Executive /
ITonrorosneno: Pravesh Rana// [IpoBepeno: Santosh Kumar Onobpeno: Menemxep / PykoBonutens
d Maurya 3 Amit Kumar ol
-
Reprint Date / Reprint Date / Reprint Date / '
Hata: 19.10.2024 Hara: 19.10.2024 Hara: 19.10.2024




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (xeropoaak) rabierku, AHCHeprupyemsble B 1010cTH pra, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepusa Ne V2402073 O6beM cepun " 3600000 Tab
Analytical Repourt No / - 040002692604 Date of Analysis / . 19.10.2024
AHanuTn4decKHi oTyer No JaTa anaanza
Date of Manufacture / . 09/2004 Date of Expiry / . 08/2026
Jara npoM3BoacTBa I'oaen o
AL dulconse Jos | MA number: /  JII-Ne(004669)~(PT-
IMpouszsomcTBEHHAS : MNB/05/263 :

Homep PY RU)
JMueH3us Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 50f9/Crp. Su3z 9

ducnepcHocTb

1;.:) Test / [Toka3aTenb Results / PesyabTatsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / Obpa3zyercs
OIHOPOJIHASA ~ CYCIEH3HS, MpPOXOAsALIAs
CKBO3b CHTO C pa3MepoM OTBEpCTUH
710 MKM.

7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
l-rupokcruaHanor
KeTopoJlaKa

1-keto analog of ketorolac /

Below LOQ (LOQ = 0.0032 %)
/ Huxxe mipegena
KOJIMYEeCTBEHHOrO OfpeeieHus
(TTKO = 0.0032 %)

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

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

ConepxaHue BOABI

1-keToaHasor KeTOpoJiaKa 0.07%
unidentified impurity / not more than 0.5 %; / He 6osee 0,5 %;
purity
€AMHHYHas 0.01%
HEHAEHTU(HUMPOBAHHAS
npHUMech
total impurities / 0.1% % not more than 1.0 %. / ve 6onee 1,0 %.
cyMMa NpHMecet
8 Water content / 2.9 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/

IMpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3arawuenne: OJIOBPEHO

Prepared by / ] Checked by / Approved by: Manager/Executive /
IMonrorosneno: Pravesh Rana// [Iporepeno: Santosl:' gmnar Onobpeno: Menemxep / PykoBonuresns
/ Maurya ({ Amit Kumar N
— [S(/
Reprint Date / Reprint Date / Reprint Date / )
JHara: 19.10.2024 Jara: 19.10.2024 Jata: 19.10.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

Hpoaykr: Keropoa® Jkcnpece (keToposiak) TabIeTKM, AHCIEPrHpyeMble B MOJIOCTH PTa, 10 mMr
Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / _ 3600000 tab /
Cepus Ne + V2402073 O0bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002692604 Date of Analysis / . 19.10.2024
AHaHTHYECKHH 0T4eT Ne JlaTa ananusa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jlata npoM3BOACTBA I'open no

Mfg. License No. / . 1
ITpouszBomxcTBEHHAS : MNB/05/263 MA number: / ; IR 062kl

Homep PY RU)

JHneH3us Ne

Analysis performed according ND: / Auann3 nposegen no HJI: JIIT-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Ctp. 6 3 9

1}00 Test / [loka3aTenb Results / Pe3ysabTaTht Specification / Hopma

9 Residual solvents / OcTaTouHble OpraHMyecKue pacTBoOpHTEH =
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 10 Mxr B TabsieTke He Gonee 350 MKr B TabJETKe.

10 | Microbiological purity*/ Mukpo6unoJiorudeckasi yncrora*

OaHopoaHOCTh
JA03HPOBAHHBLIX €AHHHL

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / obuiee yucio ne Gonee 103 KOE/r;
a3pOOHBIX MUKPO-
OpraHn3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / ob1ee yncno He Gonee 10 KOE/r;
JPOXKEBBIX H [ICCHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 7.4 Acceptance value (4V) not more than

15.0 Tokazatens npuemnemoctu (AV)
IOKeH ObITh He Gostee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanue: ITpoayxt cootBeTcTBYET TpebOoBaHUsIM H/T

Conclusion : APPROVED /
3akmwuenue: OJJOGPEHO

Prepared by / 1 Checked by /
IToarotosneno: Pravesh Rang/
Maurya

ITposepeno: Santosh Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykosoaurens

Amit Kumar /\(;

Reprint Date /
Jlarta: 19.10.2024

Reprint Date /
Hara: 19.10.2024

Reprint Date /
Hata: 19.10.2024




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

Ipoaykr: Keropoa® Jkenpecc (keTopoaak) TabseTkH, AUCHeprupyemsle B nonocrs pra, 10 mr

Market / Poinox :Russia / Pocens

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne + V2402073 O6bem cepun " 3600000 Tab

Analytical Report No/ . 040002692604 Date of Analysis / - 19.10.2024

AHajuTHHeCKHH 0TYeT Ne Jlara ananmsa

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

JlaTa mpoM3BOACTBA T'ogen mo

Mifg. License No. / . o

IIpou3zBoacTBEHHAS - MNB/05/263 MA number: / : PRI NS0 024662 -l
Homep PY RU)

JHIeH3Hg Ne

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

Page 70f 9/ Crp. 7139

OnucaHne ynakoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabmetok B
onucrepe uz (IIA/AJI/IID ¢
saaronorjotureiaem/I13BIT)
donbru // (I1D/AJ1) onerd. Ilo
2 GaHucTEpa BMECTe € JIMCTKOM-
BKITabIILEM B na4xy
KapTOHHYIO.

1;.:) Test / [lokasaTesnn Results / PesyabTaThl Specification / Hopma
12 Assay / KojinuecTBeHHOe 9.9 mg /9.9 mr From 9.0 mg to 11.0 mg of
onpeneeHue (99.2 %) C5sH13NO3*C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr a0
11,0 Mr C15H13NO3‘C4H1]NO3
(keToponaka TpoMeTamuH) (ot 90,0 mo
110,0 % OT 3asBJIEHHOr0 KOJNIMYECTBA) B
TabseTKe.
13 Butylhydroxyanisole 0.0906 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0906 Mr B TabneTke He menee 0,042 mr B TabaeTke,
OyTHATHAPOKCHAHU30.1A
14 | Package description / 10 tablets in a blister of | 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. / Tlo 10 tabneTok B
6nuctepe u3 (ITA/AJUTID (©
pnaronornotuteneM/I19BIT) donpru //
(I12/AJ1) doneru. Ilo 1 unu 2 dnucrepa
BMECTE C JIHCTKOM-BKJAABILIEM B NayKy
KapTOHHY!O.

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoaykt coorsercTyeT TpebGoBanusaM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Pravesh Ralf IMposepeno: Santosh Kumar | OnobpeHo: Menemkep / PykoBoaurensb
% Maurya é Amit Kumar =
S — ]»\<‘ —
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.10.2024 Jara: 19.10.2024 Hara: 19.10.2024




Heddy's Laberatories 1id

TR ; P
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Dr.Reddy’s Q’:’

L HLB, 173 205, INDIA
CERTIFICATE OF ANALYSIS 5600107
CEPTHO®UKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Jxcnpecc (keropoak) Tabierku, ACHeprupyemMble B NOJOCTH pTa, 10 Mr
Market / Prinok :Russia / Poccus
Batch No / V2402073 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No/ . 040002692604 Date of Analysis / - 19.10.2024
AHaJMTHYecKHii oTueT No Jdara ananu3za
Date of M anufacture / - 09/2024 Date of Expiry / . 08/2026
Jlata npoM3BoacTBa I'ogen no
Mig. License No. / . o
ITpou3BoACTBEHHAS : MNB/05/263 AT v SIEN(004G60)=(RIFS
Homep PY RU)
AMneH3Hs Ne
Analysis performed according ND: / Anaan3 nposeaes no HJL: JIII-Ne(004669)-(PI'-RU)-190224

Page8of 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,

* [Ipn BBIMYyCKe JIEKAPCTBEHHOIO MPenapaTa KOHTPOJIL KaYecTBa Mo NokasaTeno «VIMKpoOuosioruyecKas
YUCTOTa» MPOBOAUTCS ANt Kaxaoii 20-0if cepun, MM AJist OJHOH CEPHH B Iojl, B 3aBHCHMOCTH OT TOrO, YTO
HACTYNUT paHbllIe.

API name / Hanmenoanune ADC: Ketorolac tromethamine / Keroponaka TpoMeTaMHUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRHE004779
Howmep cepnn npouspoauteas APC:
FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH NPOU3BOAHTEISA FERA00300
IId:
API Manufactured by & country / Dr. Reddy's Laboratories I.td., India /
Mpouzeoaurenn A®C, crpana: JI-p Pennu'c Jlabopatopuc Jitn., Uuans
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) /
HaumenoBanmue, agpec, JTHUEH3US I I-p Pennu’c Jlaboparopuic JIta., Unaus, [IponsBoacTeeHHOE
IIpousBoacTBenHas niomaaka / Ilmomwanka nofpazaenenne-6, Bumi. Kxons, Hanarapx Poyn, bagnu, Jluctpukr
KOHTPOoJIA kadecTBa / [Lnomanka Beimycka Conan, X.II., 173205, Uuaus (nuueHsus Homep MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpomykT cooTBeTCTBYET TpeboBaHusm HJI 3axawuenne: OJJOBPEHO
Prepared by / ' Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana // IMposepeno: Santosh Kumar | Onobpeno: Menemxkep / PyxoBoaurens
o Maurya @_ Amit Kumar /§< S
Reprint Date / Reprint Date / Reprint Date / '
Hata: 19.10.2024 Jata: 19.10.2024 JlaTa: 19.10.2024

Registerad Office: $-2-237, Rozd e, 3, Banjara Hills, Hedarabad - 500054, Telangzna, Indin
Teel #4971 A0 4900 2800
Chd

cmail@

iratdys,com




Dr.Reddy’s q:.'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Jxcupece (keroposiak) TabieTku, JHCIeprupyemMble B MOJ0CTH pra, 10 mr |
Market / Poiox :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepus Ne V2402073 O6nem cepHu " 3600000 Tab
Analytical Repovrt No/ . 040002692604 Date of Analysis / . 19.10.2024
AHauTH4YecKHH oTyeT Ne Jara anajanza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JaTta npoM3BOACTBa T'ogen no
it Diicense o1 ! | MA number: /  JTIT-Ne(004669)(PT -
HpoussoacrpeHHas : MNB/05/263 ;
Homep PY RU)
JnneH3ust Ne
Analysis performed according ND: / Ananauz nposexen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page90f9/Crp. 9 u3 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».

3aKi04eHne 0 cOOTBercTBHU: «HacTosmuM s MOATBEPIKIA0, YTO MPUBEICHHAs BBIIE UHPOPMAIHs SBISETCS
JOCTOBEPHOW M TOYHOH. JTa cepus MPOAYKLUUH NpOH3BeAeHa (BKIIOYas YHNAKOBKY (MapKMpPOBKY) M KOHTpOJIb
KayecTBa) Ha BHINICYKA3aHHON MPOW3BOACTBEHHOW IUIOINAAKe (IJIOIIAAKax) B IIOJHOM COOTBETCTBHH C
TpeGoBanusiMu IlpaBun HamIexameid NPOM3BOACTBEHHOH IpakTuky EBpasuiickoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa0ps 2022) u TpeboBaHUSAMH KOHTPOJIS KA4ECTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaK)Xe B COOTBETCTBHH CO CITEUUPHUKAMSIMHE, COMACPKAIIMMHUCSA B PETUCTPAIIIOHHOM /10Ch€ CTPaHBI-MMIIOPTEPA.
3aIucH 110 IPOU3BOCTBY, YIIAKOBKE M aHAIKA3Y IPOBEPEHBI, U YCTAHOBIICHO UX COOTBETCTBHE TpeboBanusaM IIpasui
HaIJISKaITel MPONU3BOICTBEHHOH NpakTUKN ERpasuiickoro 5SKOHOMHYECKOTO CO03a».

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