Dr.Reddy’s "6.'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally DisintegratingTablets 10 mg
Ipoaykt: Keropoa® Dkcnpecc (keTopo/ak) TabJIeTKH, AHCHEPrHpyeMble B II0JOCTH PTa, 10 mr

Market / Poinok :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne 8 V2A02105 O6bem cepun " 3600000 Tab
Analytical Repo\}‘t No / . 040002765981 Date of Analysis / . 96.12.2024
AHanuTHYeCKHii 0T4eT No Jara anajausa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JaTta npomzBogcTBa Tonen o
Mfg. License No. / | MA number: /  JIII-Ne(004669)-(PT-
IIpousBoacTBEeHHARA : MNB/05/263 :

Homep PY RU)
JHNeH3ua Ne

Analysis performed according ND:

/ Ananns nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page1 of 9/Crp.1 139

No . .
No Test / lokasaTenb Results / PesyapTaTil 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. / Kpyrnsie
side. / Kpyrible rmiiockue mwiockue TabneTkd ¢ ¢dackoif, ceemno-
Tabnetky ¢ dackoil, cBETIO- JENTOro LiBeTa ¢ rpaBHpOBKOH «|» Ha
JKEJITOrO LBETA C IPaBUPOBKOM OJIHOH CTOpOHE.
«l» Ha OZIHOI1 CTOpPOHE.
2 Identification / MUaenTudukaums

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y@-cnekTpsl MOMOLLIEHHA
UCIILITYEMOTO  PacTBOpa M pacTBopa
craggapTHoro  ofpasLa  KeTopoJjaka
TpoMeTaMHHa JOJDKHBI UMETH
MaKCHMYMBI NP OAHON M TOHM Xe IJIHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to

IMpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusm HJI

ND/

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Jlara: 26,12,2024

Tata® 26 12 2004

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

Hoarorosneno: Pardecp:l Kumar IMposepeno: Paywan Kumar\ | OnobpeHo: Mene,,q\mep / PykoBomutesib
= '-%“; Amit Kumar =

Reprint Date / Reprint Date / Reprint Date / %

Mata: 26.12.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxykt: Keropoa® Ixenpece (keroposak) Tabaerku, AucnepriupyemMeie B MoJI0CTH pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2502709 O0beM cepu " 3600000 Tab

Analytical RepoIt No/ . 040002765981 Date of Analysis / . 26.12.2024

AHajquTHYEeCKHH oTueT Ne Jara anannsa

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

JlaTa npod3BoJcTBa Togen jxo

Mfg. License No. / )

IlpousBoacTBEHHAS : MNB/05/263 MAsnumbers / . JI-Na(004660)-(PT-
Homep PY RU)

Junen3ns Ne

Analysis performed according ND: / Ananns nposeaen mo HJL: JITI-Ne(004669)-(PI'-RU)-190224
Page2 of 9/Crp.2 u39

No

No Test / [TokasaTennb Results / Pe3yjbTaThl 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 yaepXuBaHuA
OCHOBHOI'0 NHKa Ha XpoMaTrorpamme
NCITBITYEMOTO pacTropa IOJKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHNA
OCHOBHOIO MMKa Ha XpoMaTorpaMme
pactBopa CTaHAAPTHOTO obpasua
KeTopojaka  TpoMeTamMMHa  (pasaen
«KonuuecTBEHHOE OTpele/IeHHEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
I[Ipumeuanue: IIpopykr cooTBeTcTBYET Tpebosanusm HJI 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HonaroroeneHo: Pardeep }_Kumar IposepeHo: Pa;gvan Kumar\ | OpoGpeno: Menemiep / Pykosoaurens
— Ao Amit Kumar et

Reprint Date / Reprint Date / ' Reprint Date / '
Hara: 26.12.2024 Jlara: 26.12.2024 Hata: 26.12.2024




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Jkcnpece (keropoaak) TabierTku, Aucneprupyemple B M0J0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepust Ne V2402795 O6Bem cepHH " 3600000 Tab

Analytical Repo:‘t No/ . 040002765981 Date of Analysis / . 96.12.2024

AnanuTH4eckHi oTueT No JlaTa aHaauza

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

Jara npouspoacTBa - T'oxen g0

Mfg. License No. / ) o

IlpousBoacTBEHHAN : MNB/05/263 MIA b i SEe (00456~ (ER=
Homep PY RU)

annen3us Ne

Analysis performed according ND:

/ Ananns nposenen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page30f 9/ Crp.3 w39

i.g Test / [Tokazareb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bbymunzudporcuanuszon 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
yIepKUBaHHA ITUKOB
2-0yTUATHAPOKCHAHH30M1a 1%
3-0yTWIrHAPOKCHAaHU30I1a Ha
XpOMaTorpaMMme HCMBITYEMOTO pacTBOpa
IOJDKHBI ~ COOTBETCTBOBATh  BPEMEHaM
YIEP)KUBAHUA ITHKOB
2-0yTUNTUAPOKCHAHU30J1a u
3-0yTUNTrUAPOKCHAHU30MA Ha

XpOMAaTorpaMMe pacTBOpa CTaHAAPTHOrO
obpasua GyTHATHAPOKCHaHU30Ma (pasaen
«ConepxaHue
OYTUIATMAPOKCHAHU30Ia»).

Remarks : The Product conforms to

[Mpumeuanue: [ponykT cooTBeTcTBYeT TpeboBanusam H/L

ND/ Conclusion : APPROVED /

3aka

o4enne: OJJOGPEHO

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

IToaroroeneno: Pardeep Kumar I[Tpoeepeno: Pawan Kumar\ | Onobpeno: Menegpkep / Pykosonuresns
ol — . Amit Kumar K— ¥ L_'

Reprint Date / Reprint Date / Reprint Date/

Hara: 26.12.2024 Jata: 26.12.2024 Hara: 26.12.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keropoaak) TadjeTku, Iucneprapyevbie B N0JI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne § V2402795 O6bem cepui " 3600000 Tab

Analytical Repourt No/ . 040002765981 Date of Analysis / . 26.12.2024

AnanuTHyeckHH oTyer Ne Jlata ananuza

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

JaTa npon3BoacTBa T'open go

Mfg. License No. / . Y

IIpon3BoacTBeHHAs : MNB/05/263 MA number: / ; JIII-No(004669)-(PT-
Homep PY RU)

Jnnenzus Ne

Analysis performed according ND: / Anaans nposenen no HJ/I: JIT-No(004669)-(PT'-RU)-190224

Page 4 of 9/ Crp. 4 u3 9

1;.:) Test / [lokazaTeinb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennss 69.5 mg/ 69.5 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 / CooTBEeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OIHOPOAHOCTHL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oomee =+ 10 %;
2/20 Tabnerok — He Gonee £ 20 %.
4 Disintegration time / 00 min 32 sec / 00 muH 32 cex Not more than 3 min. / He 6onee 3 MuH.
PacniagaemMocrsb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of
R CisH13NO3+C4H 1 1NO3 (ketorolac
Unit-2 / Tabn-2 98 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 97 % 75 % Q CisH13NO3*C4H11NO3
. (keToponaka TpoMeTaMHH) 4epe3 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tadn-5 96 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/

[Tpumeuanue: IIpoayKT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

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

IMoarorosneno: Pardeep Kumar IIpoeepeno: Pawan Kumar\ | Ono6peno: Menemxep / Pykosoputeb
el ; Amit Kumar R

Reprint Date / Reprint Date / ’ Reprint Date/ v

Hara: 26.12.2024 Hara: 26.12.2024 Jara: 26.12.2024




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jxenpece (KeTopoaak) TabaeTku, Aicneprapyembie B Hoa0cti pra, 10 mr

Market / PoiHoK :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne RVZa021 0 O6bem cepun " 3600000 Tab

Analytical RepoE't No/ . 040002765981 Date of Analysis / . 26.12.2024

AnanuruyeckHii oruet Ne Jara ananusza

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

Jara npoH3BoACcTBA Toxen 10

Mfg. License No. / . .

IIpouseoacTBeHHAs : MNB/05/263 MAmumbersy: : JINe(004662)- (R
Homep PY RU)

anuen3ns Ne

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

Page 50f9/Crp. S u3 9

No

No Test / ITokasaTesib Results / PesyibTathl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JMucnepcHOCTh 710 um sieve is formed. / OGpasyetcs
OQHOpOJHAs CYCMEH3Ms, TPOXOAsIas
CKBO3b CHTO C Pa3MeEpoM OTBEPCTHii
710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
l-runpoxcuaHanor
KeTOpoInaKa

1-keto analog of ketorolac /
1-KeTOaHANOT KeTopoJaKa

unidentified impurity /
eIMHUYHas
HeuaeHTU(ULUPOBaHHAS
npUMech

Below LOQ (LOQ = 0.0032 %) /
Huzke npenena KOTHYeCTBCHHOTO
onpeaenenns (ITKO = 0.0032 %)

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

0.08%

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

0.02%

not more than 0.5 %; / He Gouee 0,5 %;

total impurities /
cyMMa npumecei

0.1%

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

8 Water content /
Coaep:xanne BOJbl

1.9 %

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

9 Residual solvents / OcTaTouHble OPraHHYecKHe pACTBOPHTEH

Remarks : The Product conforms to ND/

[Tpumeuanwue: TIpoaykT cooTBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

Checked by /
[1poeepeHo: Pa}g'::n Kumar \

Amit

Approved by: Manager/Executive /
Onobpeno: Meneviep / P&’KOBOL{I/ITeHB

Wk

Kumar — o

= l/”f =
Reprint Date /

Hara: 26.12.2024

Reprint Date /
Jara: 26.12.2024

T

Reprint Date /
Jara: 26.12.2024

T




Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcenpece (keToposak) Tadaerku, Aucnepropyembie B 10J0CTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne § V2802105 Qo6bem cepHH " 3600000 Tab

Analytical Repovrt No/ - 040002765981 Date of Analysis / . 26.12.2024

AHanuTHYeCKHH oTHYeT No JlaTra ananuza

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

JlaTa npon3BoAcCTBA T'onen 0

gte: ilcense Mop/ , MA number: / . JITI-Ne(004669)-(PT-

IlponsBoacrBeHHast - MNB/05/263 :

Homep PY RU)

_aauen3na Ne

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

Page 6 of 9/ C1p. 6 m3 9

N_N.? Test / [lokasaTenb Results / Pe3yabTaThbl Specification / Hopma
Isopropyl alcohol / 34 pgftab / Not more than 350 pg/tab. /
Hzonponadon 34 Mkr B Tabnetke He 6onee 350 MKr B TabneTke.

10 | Microbiological purity*/ Mukpo6uosioruieckast yucrora™

Total Aerobic Microbial
Count / obluiiee 4kciIo

not more than 103 CFU/g; /
ne 6onee 10° KOE/r;

OnHopoaHOCTb
03U POBAHHbBIX €JUHHULL

NA
a’pOOHBIX MHKPO-
OpraHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o61iee yHCnO NA He Gonee 10* KOE/T;
JPOXOKEBBIX 1 TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyrcTBUe B 1 T.
11 Uniformity of dosage units / 4.1 Acceptance value (4¥) not more than

15.0 Tlokazarens npuemneMocTy (4V)
J0JKEH ObITh He bonee 15,0.

Remarks : The Product conforms to ND/

IMpumeuanue: [Ipoaykr cooTBeTCTBYET Tpebosanuam H/I

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

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

[Moarorosneno: Pardeep Kumar [posepeno: Pawan Kumar\ | Onodpeno: Mcﬂemﬁe\p / PykopoauTenn
=l L Amit Kumar A —+ =

Reprint Date / Reprint Date/ Reprint Date/  V

Hara: 26.12.2024 Hara: 26.12.2024 Jara: 26.12.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Keropoa® Ikcnpece (keToponak) TabaeTkH, AHCHEPrHPyeMbie B MOJOCTH P14, 10 mr

Market / Prinok :Russia / Poccusa

Batch No / _ Batch Quantity / 3600000 tab /
| Cepus Ne V2402705 O61em cepun " 3600000 Tab

Analytical Repovrt No/ - 040002765981 Date of Analysis / . 26.12.2004

AHanuTndecKHii orueTr Ne Jata ananau3za

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

JlaTa npoH3BOACTBA TI'ogen o

iz, icensgion | MA number: / . JII-Ne(004669)-(PT-

IIponsBoacTBeHHAN : MNB/05/263 :

Homep PY RU)
auuensua Ne

Analysis performed according ND: / Auanns nposegen nmo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page70f9/Crp. 7 m3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabmetoxk B
omuctepe w3 (TIA/AJVIID ¢
pnaronornoruresem/I[I9BIT)
donwru // (I19/AJ1) donsru. Tlo
2 OnMcTepa BMECTE C JIUCTKOM-
BIJTATbIIIEM B navyKy
KapTOHHYIO.

‘1:.00 Test / [Toka3aTennb Results / PesyabTaThl Specification / Hopma
12 Assay / KonudecTBeHHOe 10.0 mg / 10.0 Mr From 9.0mg to 11.0 mg of
omnpeaesieHHe (99.8 %) CsH13NO3*C4H | [ NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr m0
1 1,0 Mmr C|5H13N03'C4H1 1NO3
(ketoponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asgBJCHHOTO KOJHYECTBA) B
TabneTke.
13 Butylhydroxyanisole 0.0951 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0951 mr B TabneTke He menee 0,042 mr B TabJeTKe.
Oy THJTHAPOKCHAHHU30J1A
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanye yNakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTox B
onuctepe u3 (ITA/AJITID (o
snaronornotutenem/IIOBIT)  donbru //
(TI5/AJT) donbru. ITo 1 unu 2 Onucrepa
BMeCTe C JIHCTKOM-BKJIAJbILIEM B IAUKY
KapTOHHYIO.

* 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.

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTseTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
Zakmwouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Pardeep Kumar

Checked by /
[IporepeHo: Paym Kumar \

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

— Amit Kumar f\ = s

Reprint Date /
Jara: 26.12.2024

Reprint Date /
Jara: 26.12.2024

Reprint Date / /
Jlara: 26.12.2024




Dr.Reddy’s €%¢

Dr. Reddy's Laberateries L id
Formuiation Unit-6
Vil Khol, Nalagarih Road, Badicij,

Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS 3165 56001-02
CEPTUO®UKAT AHAJIU3A wu.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg N
IMpoaykr: Keropon® Jxcnpece (keTopoaak) TabieTKH, AHCHEPIHpPYeMbie B HOJOCTH PTa, 10 mr
Market / PbiHok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepuis Ne 12402708 O6bem cepnu " 3600000 Tab
Analytical Repovrt No/ . 040002765981 Date of Analysis / . 96.12.2024
AHamuTH4YecKHii oTueT Ne JlaTa anaamsa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa mpon3BoacTBa I'ogen oo
Mfg. License No. / . o
IIpousBoacTBeHHAsI : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)

Junenzusa Ne
Analysis performed according ND: / Ananmu3s nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ C1p. 8 u3 9

* HpH BBINyCKe JIEKAPCTBEHHOI0 NMpenapaTa KOHTPOJb Ka4€CTBa no MmoKa3saTejar «MnKpoGuonoruqecxaﬂ
YHCTOTA» MPOBOAUTCH A5 Kaxkaoi 20-oii CepUH, HJIH [JiA oaHoOI CepHH B roj, B 3aBUCUMOCTH OT TOr0, 4TO

HACTYNHUT paHbLIC.

API name / Haumenosanue ADPC:

Ketorolac tromethamine / KeToposnaka TpoMeETaMHH

INN / MHH:

Ketorolac / Keroposnak

API manufacturer batch number /
‘Homep cepun npounssoautens APC:

ABRHO008106

FP Manufacturer API Batch number /
Homep cepun cy0cTAaHIMH NPOH3BOAHTESA
TJd:

FERA00613

API Manufactured by & country /
IIpoussogurtens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Penau'c Jlabopatopuc JIta., Muaus

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

HanmenoBanue, apec, THIEH3HA 1
Ipoussoacreennas miomanka / Iliomanka
KOHTpoJIs kKadecTBa / Ilnomaaka Beimycka

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

II-p Pennu’c Jla6opatopuc JIta., Muaus, [IpoussoacTeeHHoe
noapaspenenne-6, Buwt. Kxons, Hanarapx Poya, bannu, Jluctpukt
Conan, X.I1., 173205, Unaua (nvuensus Homep MNB/05/263)

MNB/05/263) /

Declaration of cerdficatlon: «I hereby cerlify thal (e abuve infonuation is authentic aud accutate. 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

Remarks : The Product conforms to ND/
[Npumeuanue: ITpoayKT cooTBeTCTBYET Tpebopanusm HJI

Conclusion : APPROVED /
Sakmwuenune: OJJOBPEHO

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

INoarorosneno: Pardeep Kumar Iposepeno: Pawan Kumar\ | OnoGpeno: Menekep / PykosoauTes
ol — . Amit Kumar \_ < '“"___

Reprint Date / Reprint Date / Reprint Date/

Jarta: 26.12.2024 Jara: 26.12.2024 Jlarta: 26.12.2024

Registered Sffice: 3-2-227, Road Wo. 3, Banjara Hills, Hyderabad - 00024, Telangana, India

Tei: +51° 2042003




Dr.Reddy’s Q%¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
Ipoaykr: Keropoa® Dxcnpece (keToposak) TabieTku, IHCHEPIHPyeMbie B IOJ0CTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne S O61bem cepiu " 3600000 tab
Analytical Report No/ - 040002765981 Date of Analysis / . 96.12.2024
AHaJuTHUyecKHi oTyeT Ne JaTa anaynza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JaTta npousBojcTBa T'ogen oo
Mfg. License No. / . .
IIpouzBoacTBeHHas : MNB/05/263 Qi mumbery : Ul G S S

Homep PY RU)

Junensus Ne -
Analysis performed according ND: / Ananus nposenen mo H/I: JITI-Ne(004669)-(PT"-RU)-190224

Authorization dossier of the importing country. Production, packaging and testing records are verified and their
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compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akai0ueHne 0 co0TBeTcTBHH: «HacToAIMM s HOATBEPIKIAIO, YTO MPHBEICHHAs BbIlIe HHPOPMALIKS ABJIACTCS
JOCTOBEpHOH M TOUHOW. DTa cepusi NPOXYKIMH MPOU3BENEHA (BKIIOYAs YNAKOBKY (MApKHpOBKY) M KOHTPOJb
KauecTBa) Ha BBIIEYKa3aHHOW MPOM3BOACTBCHHOM IUIOMANKe (IIOMAAKaX) B IIOJHOM COOTBETCTBHU C
TpeGoBanuaMu [IpaBui HaaIekaled IPOU3BOICTBEHHON NMPAaKTHKKM EBpasuiickoro 9SKOHOMUYECKOTO corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsadps 2022) u TpeOOBaHUAMH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPE/ICTB,
a TaK)Xe B COOTBETCTBUH CO CHENH(UKAIMAMHU, COAESPKAIIUMUCS B PETHCTPAIIHOHHOM JI0Che CTPAHBI-UMIIOpTEpa.
3aIKCH [0 TPOM3BOJICTRY, yIIAKOBKE M AHATM3Y IPOBEPEHBL, H yCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHMsM [ Ipasut

HaJJIexallel Mpou3BOACTBEHHON IPAaKTHKH EBpasHiCKOro 3KOHOMHYECKOTO COrO3ay.

Remarks : The Product conforms to ND/
[pumeuanne: [IponykT cooteTcTBYET Tpebosatusam HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

IToarorosnieno: Pardeep Kumar IIpoeepeno: Pawan Kumar\ | Onobpeno: Metemkep / Pykosoaurens
= 4 Amit Kumar P sott—Soes

Reprint Date / Reprint Date / Reprint Date / v

Jara: 26.12.2024 Jata: 26.12.2024 Hara: 26.12.2024




