Dr.Reddy’s Qf-’

aratories Lud.,

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrati_n_gjl’"ﬁ)lets 10 mg

Ilpoayxr: Keropoa® Dxcupece (KeTopoiak) TadieTK, ANCIepriupyemMite B NOJI0CTH PTa, 10 mr

Market /| Puinox :Russia / Poccus

Batch No / ! Batch Quantity / ~ 3600000 tab /

Cepna Ne e ' O6bem cepnn " 3600000 Tab

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

AHamTHyecKnii oTuer Ne Jlara anajnza ]

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

JlaTa npoH3BOACTBA Tonen 1o

Mfg. License No. / v

ITpousBoxcTBEHHAS : MNB/05/263 WL\ Ty L : AL BRI
Homep PY RU)

auuenzus Ne

Analysis performed according ND:

/ Ananns mposeaen nio HJL: JI-Ne(004669)-(PT-RU)-190224

Pagelof 9/Cip. 1 w3 9

-
]
'

tablets with "|" debossed on one
side. / Kpyranle nnockue
TabneTki ¢ dackoii, ceeTno-
’K€JITOTO LIBCTA € TPaBUPOBKOMH
«|» Ha 0AHOIi CTOpOHE.

i: Test / [Tokazarenn Results / PesygsTaThl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat bevcled tablets

with "|" debossed on one side. / Kpyrnsie
nnockne TabacTkH ¢ (ackoi, CBeETI0-
XENTOro IBeTa ¢ rpaBHposKoil «l» Ha
O0HOH CTOPOHE.

2 Identification / I'I,rlen;mbuxauuﬂ

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / V®-cnekTpsl NOMIOIICHAA
MCOBLITYEMOTO pacTsopa H  pacTsopa
craugapTHoro  ofpaiua  keTopoiaka
TpOMETaMIiHA JOSTAHB! HMETh
MaKCHUMYMBL IIDH oaHOH U TOH Ke UTHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

Iprmeuanne: [Iponykr cooTseTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Noarotosnerio: Pardeep Kumar Tlposepeno: Payan Kumar\ | OnoGpeno: Menemxep / Pykosonurens
e *'\)‘— Amit Kumar N— e

Reprint Date /

Jara: 26.12.2024

Reprint Date /
Jlara: 26.12.2024

Reprint Date / \
Hara: 26.12.2024




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

|Product : Ketorol E_xpress (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® Jxcnpece (keropoaak) TabieTki, AUcnepripyeybie B H0J0CTH pTa, 10 mr

Market / PuIHOK : Russia / Poccus )
Batch No / h Batch Quantity / _ 3600000 tab /
Cepun Ne el O6bem cepin " 3600000 Tab
Apalytical Report No / . 040002765981 Date of Analysis / . 26.12.2024
Anagurnueckuii oTyer Ne JlaTa aHaan3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JlaTa nponsBoacTEa Topen go
Mfg. License No. /
' MA number: / JITE-Ne(004669)-(PT -

I : MNE :

POH3BOACTBEHHAR MNB/05/263 Howmep PY RU)

Junensus No

_Ne(004669)-(PT-RU)-190224

Analysis performed according ND: / Auajus nposenen no HJI: JIIT

Page20f9/Cip. 2139

No

N Test / ITokazaTesnn
(4

Results / Pe3yibTaThl

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 yAepXHBaHHS
OCHOBHOro IMKa Ha XpomMarorpamme
HCOBITYEMOTO pacTBopa IONKHO
COOTBETCTBOBATL BPEMEHH YIEPKHBAHUA
OCHOBHOTO THKa Ha Xpomarorpamme
pacTropa CTAHAApPTHOIO obpazia
xeToponaka  TpoMeramuua  (passen
«KoNM4CCTBEKHOE OTIPCAENEHHER).

Remarks : The Product conforms to ND/
INpumeuanne: [ponykr coorsercTyet TpeGosanuam HJl

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

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

TToarotoenexo: Pardeep Kumar Tpoeepeno: Pawan Kumar\ | Ono6peso: Mewemwiep / PykopoauTess
— J%._, Amit Kumar [N

Reprint Date / Reprint Date / ' Reprint Date/  *

JaTta: 26.12.2024 Hata: 26.12.2024 Jata: 26.12.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJTH3A

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Kero poi” Dxenpece (keTopoiak) TabieTRH, AHCHeprupyemMbie B MOJI0CTH pTa, 10 Mr

Market / Prisok :Russia / Pocens \
Batch No / ; Batch Quantity / 3600000 tab /
Cepus Ne AlREAL O6bem cepin ' 3600000 Tab
Analytical Report No / . ‘Date of Analysis / !
Ananntaueckuil oruer No e JlaTa ananansa ¥ 26252024
gate of Manufacture / . 11/2024 Date qf Expiry / . 10/2026
ATa NPOH3BOACTBA T'oaen mo
Mfg. License No. /
DpouzpoacTeennas : MNB/05/263 ]\;IA nur;)ll;’er:/ : Jlig-Ng(004669) Sl
andenzna Ne O ) - =

Analysis performed according ND:

/ Ananns nposenen mo HIT: J]]I-NE(UG‘HSGQ)-(PI '-R_U)j90224

Page30f9/Crp.3 139

No

No Test / ITokazarens

Results / Pe3yabTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudporcuanuion

Complics / CoorBeTcrayeT

The  retention  times  of
butylhydroxyanisole and
butylhydroxyanisole peaks on

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«CopepkaHiC
OYTHNMMAPOKCHAHU301a%).

chromatogram of the test solution should
correspond by the retention times to 2-

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yOepRUBAHHA TIHKOB
2-OyTHNrMApOKCHaHN30Na n
3-6yTHUNrHAPOKCHaHH30Na Ha

XpomaTorpamme UCIBITYEMOIO pacTBOpa

HOJDKHBI  COOTBETCTBOBATH  BpEMEHAM
yAepKIIBaHHA MHKOB
2-6y THATIAPOKCHAHN30M1a H
3-Gy THIrHIPOKCHAHN30M1A Ha

XPOMATOrpaMMe pacTBOpa CTaHAAPTHOTO
obpa3ua GyTHNTHAPOKCHAHH30NA (pasaen

2-
3
the

3.
the

Remarks : The Product conforms to ND/

[puMeuanue: TIpoaykT coorsercrryer Tpebosanusm HII

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

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

Tozrorosneno: Pardeep Kumar Iposepeno: Pawan Kumar\ | Oxo6peno: Meneziep / PykosoAuTens
ol— Amit Kumar _Z&—-” gRe

Reprint Date / Reprint Date / Reprint Date / ¥

Jara: 26.12.2024 Hara: 26.12.2024 Jara: 26.12.2024




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® xenpece (keroposiak) Tabnerkn, AHCHCPrAPYEMbIC B N0J0CTH pra, 10 mr

Market / PLIHOK :Russia / Poccus
Batch No / ; Batch Quantity / 3600000 tab /
Cepus Ne N O6Lem ceput " 3600000 Tab
Analytical Report No / . 040002765981 Date of Analysis / . 26.12.2024
AnanuTnuecknii oTyer Ne Jlara awanusa
Dafe of Manufacture / . 11/2024 Date of Expiry/ . 10/2026
JlaTta mpou3BoACTBA Topen 10
Mfg. License No. /
IpounaBoacTBEHHARA : MNB/05/263 bales numper. / : JIII-Ne(004669)-(PT -
Homep PY RU)
_nnensus Ne S

Analysis performed according ND: / Auaaus nposejesn no

HJL: JII-Ne(004669)-(PT-RU)-190224

Page4 of 9/Cip. 4w 9

NN:: Test / [loxkazarentn Results / PesynbTaThl Specification / Hopma
3 Average weight / Cpepusas 69.5 mg / 69.5 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Macca . - Or 67,2 mr go 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OHOPOAHOCTH MAaCChl 2/20 “tablets - not more than £ 20 %. /
18/20 Tabnerok — He Gomec =+ 10 %;
2/20 Tabnerok — ue Bosee + 20 %.
4 Disintegration time / 00 min 32 sec / 00 MuH 32 cex Not more than 3 min. / He 6once 3 mun.
PacnagaemocTh
5 Dissolution / PacTeopenyne Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of
. C1sH;3NO3=C4H 1 NO; (ketorolac
Unit-2 / Taa-2 98 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 97 % 75 % (Q CysH13NO3*C4H 1 NO;
i ) (xeToponaka TPOMETAMHUR) yepes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Ta6a-5 96 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
[Ipumeuanne: TIPOAYKT COOTBETCTBYET Tpebopanuam HIT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

IloAroToBNEHO: Parde_c'.p Kumar
m—

[IpoeepeHo: Pawan Kumar \

Approved by: Manager/Executive /
Opo6pero: Menemxkep / Pykosonurens
Amit Kumar i

Reprint Date / =

Reprint Date /
Jara: 26.12.2024

Tata: 26.12.2024

Reprint Date/ ¥
Jlara: 26.12.2024

e gl it




Dr.Reddy’s ‘f"

CERTIFICATE OF ANALYSIS

CEPTH@®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keropoaak) radaerku, AMCHEPrupyeMsic B N0JOCTH PTA, 10 mr

' Market / Pomiok :Russia / Poccus o
Batch No / . V2402705 Batch Quantity / i 3600000 tab /

| Cepua No O6Bem cepitn 3600000 126
Analytical Repo:’t No/ . 040002765981 Date of Analysis / . 26.12.2024
Apannruueckiii oTyer Ne Jara ananusa
Date of Manufacture / . 11/2024 Date of Expiry/ . 10/2026
Jara npon3BojAcTBa INopen ao
Mfg. License No. / . o -
TpomssoacTaennas . MNB/05/263 MA number: / 7 DU )

Homep PY RU)

Jannenzns Ne i

'Analysis performed according ND: / Anajns nposejies 110 HJI: JIH—J"&(GO%&‘)R?ETIU)-19022:{

Page Sof 9/ Crp.Su3z 9

1:.:’ Test / IlokaszaTenn Results / PesyabtaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTseTCTBYET A uniform suspension passing through a
JAncrnepcHocThb 710 um sieve is formed. / OGpazyercs
ONIHOPOAHAs CYCNEeH3WA, TnpoXonAuas
CKBO3b CHMTO € pasMCpOM OTBEPCTHIl
710 MKM.
7 Impurities / [Tpumecn

1-hydroxy analog of
ketorolac: /
1-ruppoKcHananor
KeTopoyaka

Below LOQ (LOQ = 0.0032 %) /
Huxe npeaena KOMMMCCTBCHHOTO
onpeaenenus ([1KO = 0.0032 %)

not more than 0.5 %; / ue 6once 0,5 %;

1-keto analog of ketorolac /
1-keToaHa/0T KETOpOaKa

0.08%

not more than 0.8 %; / He Gonee 0,8 %;

unidentified impurity /
ennHIYHas
nenaeuTHGLHpOBaHIas
npHMech

0.02%

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

| total impuritics /
CyMMa NnpHMecen

0.1%

not more than 1.0 %. / He Gonee 1.0 %,

8 Water content /
CopepskaHie BOALI

1.9%

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

Residual solvents / OcraToyHbie OpraHUYecKHe pacTBOPHTENH

Remarks : The Product conforms to ND/
ITpumeyanue: TTPoayKT cooTBETCTRYET TpeboBantam HI -

Conclusion : APPROVED /
3axmouense: OJTIOBPEHO

Prepared by / Checked by /
[ToaroroBneHo: Pardeep Kumar

ITpoeepeHo: Pag{m Kumar \

Approved by: Manager/Executive /
Opo6pero: Menemiep / PEUBO}II-TTEJ‘I!:

A

Amit Kumar Nt ——

c~l’—-/f
Reprint Date /

Tlara; 26.12.2024

Reprint Date /
Jara: 26.12.2024

Reprint Date / '
Jara; 26.12.2024




Dr.Reddy’s Q!-'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIA3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I pouyrr: Keropoa® Jxenpece (keTopoiax) TabaeTku, ANCHEPrHPYEMLIC B NOJOCTH PTd, 10 mr

nuuensna Ne

Market/ Ppinok :Russia / Poccus
Batch No / ] Batch Quantity / . 3600000 tab /
Cepun Ne U O6Bem cepin " 3600000 rab
Analytical Repo:’t No/ . 040002765981 Date of Analysis / . 26.12.2024
| Asagurigeckuii oryer No JlaTa aHanu3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jata npouspogcTsa Toaen 10 -
Mfg. License No. / .
) y MA number: / _ JIXT-Ne(004669)-(PT-
IIponzBojcTBENHAS : MNB/05/263 Howmep PY " RU)

| Analysis performed according ND: / Anaans uposeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224 '

Page 6 of 9/ Crp. 6 13 9
ge P 2

1}? Test / [Mokaszarens Results / PesyabTaTit Specification / Hopma
Isopropyl alcohol / 34 pgftab/ Not more than 350 pg/tab. /
H3zomponanon 34 mxr B Tabnetke He 6once 350 MKr B TabneTke,

10 | Microbiological purity*/ MukpoGuonoriteckas 4ucToTa*

Total Aerobic Microbial
Count / obuice uHcao

not more than 107 CFU/g; /
ge Gonee 10° KOE/T;

OanopoaHoCTh
N03UPOBAHHBIX EAHHUIL

NA
a3poOHBIX MUKPO-
Opra’n3MoB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o0wee yncno NA ue Gonee 10° KOE/r;
JPOXOKEBLIX 1 1IMECHEBRIX
rpu6oB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyrcTBREe B 1 I
11 | Uniformity of dosage units / 4.1 Acceptance value (4}) not more than

15.0 Ilokazatens npuemueMocTii (V)
nomxeH 6biTh He Gonee 15,0.

Remarks : The Product conforms to ND/
T[Tpumedanne: ITPOAYKT COOTBETCTBYET TpeGorannsam HJL

Conclusion : APPROVED /
Zaxmoueune: OIOBPEHO

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

ToaroroeneHo: Pardeep Kumar Tposepeno: Pawap Kumar\ | Onobpeno: Menemwxep / PYKOBOZHTENb
| A'é‘,.'_ Amit Kumar [ a5~ __i': —

Reprint Date / Reprint Date / Reprint Date/ ¥

IMara: 26.12.2024 Jlata: 26.12.2024 Hara: 26.12.2024




Dr.Reddy'’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaywr: Keropoa® Dxenpece (Revoposak) TabaeTks, AHCHeprpyembie B N0J10CTH T4, 10 Mr
Market / Poinok ‘Russia / Poccns

Batch No / _ Batch Quantity / 3600000 tab /

Cepun Ne WA O6neM cépuH * 3600000 Tab

Analytical Repo“rt No/ - 040002765981 Date of Analysis / . 26.12.2024

AnaanTHaeckHii oruer Ne Jara aHasin3a

Date of Manufacture / . 11/2024 I?ate of Expiry / . 10/2026

JaTa npousBoacTea I'oaen jio

Mfg. License No. / . o (PT

IIponssoacTBeHHAs : MNB/05/263 MA number: / : M'N'(OM“” (L
Homep PY RU)

Jinnenzus No y_u

Analysis performed according ND: / Amanus npogexen mo H/L: JIT-Ne(004669)-(PT-RU)-190224

Page 70f9/Cip. 7u39

onpeaeieHne

2.: Test / IlokazaTensb Results / PesynnTaThl Specification / Hopma
12 Assay / KonndcerBeHnsoe 10.0 mg / 10.0 Mr From 90mg to 11.0 mg of
(99.8 %) CsH13NO3+C4H | 1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 mr 10
11,0 mr Ci5sH13NO3*CsH 1 NOs
(ketopomaxa rpoMmerammx) (oT 90,0 mo
110,0 % OT 3aABNENHOTO KOIMYECTBA) B
TabneTke.

13 Butylhydroxyanisole
content / CogepxaHue
DY THIIIIPOKCHAIINTO0IA

0.0951 mg/tab /
0.0951 mr B TabneTke

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

14 | Package description /
Onucavue yNaKoBKH

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. / Tlo 10 Tabnerox B
6nuctepe w3 ([TA/AJITID ¢
sraronornoturenem/[13BTT)
donsru // (TID/AJT) doneru. [To
2 6mucTepa BMECTE C JINCTKOM-
BIJIALBIINEM B MayKy
KapTOHHYIO.

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
6aucrepe u3 (IA/AJIITID c
praronornotutenem/[IABI) donwry /
(TI/AJT) donsru. Tlo | wnu 2 Gnucrepa
BMECTE C NIMCTKOM-BKJIafpIlIeM B Davky
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/

[Ipumeuanue: [Tponykr coorBeTcTRYeT Tpebosanuam HJI

Conclusion : APPROVED /
Zakuwdenne: QIOBPEHO

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

IoarorosneHo: Pardecp Kumar [posepeno: Pawan Kumar\ | Onobpeno: Menemiep / P¥KoBOIUTENL
ol — XL Amit Kumar Namis

Reprint Date / Reprint Date / Reprint Date / * [

JlaTa: 26.12.2024 Hara: 26.12.2024 TMara: 26.12.2024

|




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIU3A

Product : Ketorel Express (ketorolac) Orally Disintegrating Tablets 10 mg -
I poaykr: Keropoa® Ixenpece (KeTopoaak) TabneTKy, AHCEpPIRNpYeMbIC B NOJ0CTH P, 10 mMr
Market / PLinok :Russia / Poccus s e
Batch No / [ Batch Quantity / 3600000 tab /
Cepna Ne 30 O6neM cepuit " 3600000 Tab
Analytical Repo:'t No/ . 040002765981 Datc of Analysis / . 26.12.2024
AHanuTUYeCKHH 0TYCT Ne Jlata aHaJIH3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jata nponsBoacTBa T'onen o =
Mfg. License No. / ] o
HpoussoacrBennas : MNB/05/263 MA bR : JII-Na(004665)~(P1 -
4 Homep PY RU)
mnnenius Ne - - -
Analysis performed according ND: / Ananus nposejen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 8 u3 9

e "p" BbLINYCKe JIEKAPCTBEHHOr O Npenapara KOHTPO/Ab Ka4eCTBa 110 noKa3aTe «MquoﬁuonoruquKaﬂ
YHCTOTA» MPOBOAUTCH AJTA kaxaoii 20-oit CEepHH, HJIH Qs 0AHO CepuH B 104, B 3aBHCHMOCTH OT TOro0, 4TO

HACTYIUT paNbine.

| API name / HanmenoBanne ADC:

Ketorolac tromethamine / KeToponaka TpOMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepnn nponszeoutens APC:

ABRHO008106

FP Manufacturer API Batch number /
Homep cepui cyOCTAHIHH NPOH3BOAHTEA
TJd:

FERA00613

API Manufactured by & country /
IIpounszeogutens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c MaGoparopue JIta., MRS

Name, address, authorization No for  IP
manufacturing site / Control sitc / Relcasc
site /

HaumenoBanne, aapec, JTHHEH3HA 115
Ipou3BoacTBEHHAN NJICIIAAKA / Ilnomaaka
xoutpoJs kauecrsa / Ilnomanka seinycka

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

J-p Pepau’c Jlabopatopuc Jita., Unams, TIpon3BOACTBEHHOE
nompasaenexne-6, Bumt. Kxons, Hanarapx Poyn, Bapmau, JWcTpUKT

Conan, X.IT., 173205, Maaua (auueHsHs HOMep MNB/05/263)

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

Conclusion : APPROVED /

Remarks : The Product conforms to ND/
Zaxmwuchaue: OJIOGPEHO

[Tpumeyanne: IIPOOYKT COOTBETCTBYET TpeboBaHHAM HI

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

[Noarorosnero: Pardeep Kumar [IposepeHo: Pg}wan Kumar\ | Onobpeno: Meneaep / PYKOBOZMTEIND
o= . Amit Kumar /A5

Reprint Date / Reprint Date /’ Reprint Date / '

Hara: 26.12.2024 Jara: 26.12.2024 Jara: 26.12.2024




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

cht . Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponykr: Keropoa® Jxcenpece (Keropojak) TaluieTks, AHcHeprupyepbIc B HOJOCTH PT, 10 mr
‘Market/Peivok :Russia / Poccun
Batch No / : Batch Quantity / ~ 3600000 tab /
Cepua Ne p V2402705 O61em cepiii * 3600000 Tab
Analytical Repourt No/ . 040002765981 Datc of Analysis / . 26.12.2024
AHanutHyecknit oTuer No Jdara asannsa
Date of Manufacture / . 11/2024 Date of Expnry / . 10/2026
JlaTa npon3BoAcTBa Tonen a0 .
Mfg, License No. / . ) 3
IIpon3soacTBenHas » MNB/05/263 MA mlml_)_cr. J - JIII-}e(004669)-(PT-
Honep PY RU)
Jannmensus Ne - Sn_SEE ey
Analysis performed according ND: / Anasm3 nposeaen mo HJL: JITI-No(004669)-(PT-RU)-190224

Page 90f9/Crp.9m3 9

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».

JaKII0YeHHE 0 COOTBETcTBHH: «HacTosquM S NMOATBEPXK a0, YTO IPHABENEHHAS BBIIIEC nndopMaIsl ABISICTCA
JIOCTOBEPHOHM M TOYHOH. DTa cepus NPOAYKIMH NPOH3BEIEIA (BKINOYAA YIAKOBKY (MapKUpOBKY) M KOHTPONb
KauecTBa) HA BBIIIEYKa3aHHOM MPOU3BOACTBEHHOH IUIOIIANKE (mmomagkax) B IIOTHOM COOTBETCTBHH C
Tpebosannamy Ilpapun HajiexauieH IIPOM3BOICTBEHHON NPAKTHKA EBPasHACKOro 3KOHOMMUYECKOTO COrO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrabps 2022) u TpeboBaHAAME KOHTPOJIS KAYECTRA JIEKAPCTBCHHEBIX CPCACTB,
a TaKXe B COOTBETCTBHM CO CIIENM(PUKALMAMHE, COIEPXKAIMMHUCA B PETHCTPALIMOHHOM JOCHE CTPaHBI-UMIIODTEPA.
3aIIMCH [0 TPOU3BOACTBY, YIIAKOBKE H aHATHU3Y IIPOBEPEHEL, H YCTAHOBIICHO HX COOTBETCTBHE tpeboBanusaM [1pasun
HazIexaIneil Ipou3BOACTBEHHOH IpakTHKH EBpasHiicKoro 3KOHOMHYCCKOTO COrO3a.
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