Dr.Reddy’s “!"

CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJHM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxcnpece (KeToposak) Tadnerky, IuCnepripyembie B 10JI0CTH PTa, 10 mr

Market / Puinok

Russia / Poccus

Batch No / X Batch Quantity / . 3600000 tab / F
Cepis Ne A O6nem cepun " 3600000 Tab -
Amnalytical Repovrt No / - 040002703925 Date of Analysis / . 29.10.2024
AnaaurHyecknii oryer Ne Jlara aHau3a

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

Jara npouzBoAcTBA I'ogen oo

Mifg, License No. / . °
IIponsBoacTBeHHAst - MNB/05/263 MA number: / : JIII-Ne(004669)~(PT -

Homep PY RU)

JiMIenzia Ne

Analysis performed according ND:

/ Amasms nposeaen no HII: JITI-Ne(004669)-(PT-RU)-190224

Pagel1of9/Crp.1m39

if‘) Test / [TokazaTenb Results / PesyabTathl Specification / Hopma
1 Description / Onncanune | Light yellow round flat beveled Light yellow round flat beveled tablets |

{ablets with "|" debossed on one
side. / Kpyriible Nockue
TadneTku ¢ hackoi, CBETNO-
XEJITOTO LIBeTa C [PaBUPOBKO#M
«l» Ha OOHOH! CTOpOHE.

with "|" debossed on one side. / Kpyrmsie
nnockue Tabmetku ¢ Qackoi, CBETNO-
JKENTOTO 1BETa C IpaBHpoBKOH «l» Ha
OOHOMU CTOPOHE.

2 Identification / Mnentnduxanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-cnekTpsl MOMNIOMEHHA
HCIBITYEMOrO pacTsopa W pacTBopa
cragfapTHoro  ofpasua  KkeToposnaka
TpOMeTaMuHa IOJDKHBI MMETh
MaKCUMYMB! MIPH OOHOH M TOH Xe ANHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: IIpoAyKT COOTBETCTBYET Tpeboranumsam HJJ

Conclusion : APPROVED /
Zaxaouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iogrortoenero: Santosh Kumar TIpoeepeno: Pawan Kumar Ono6peno: Menemwxkep / PykopoauTtensb
Maurya &\ 5’2 Amit Kumar na

: _ 1‘(\.(’_._4'-'/’
Reprint Date / Reprint Date / Reprint Date / '
Hata: 29.10.2024 Jara: 29.10.2024 Jata: 29.10.2024




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJTH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon® Ixcnpecce (KeToponak) TabJieTku, JHcneprupyembie B MOJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus .

Batch No / ) Batch Quantity / _ 3600000 tab /

Ccepus Ne AR O6Lem cepun * 3600000 Tab

Analytical Repo:’t No/ . 040002703925 Date of Analysis / . 29.10.2024

AHaJATHYECKHI oTueT Nt JlaTa anajn3a

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

Jdara mpon3BoacTea Tomen a0

Mfg. License No./

IIpon3BoacTBeHnas : MNB/05/263 MA number: / 1 JINL-Ne(004669)-(PT-
Homep PY RU)

Junenzus Ne

Analysis performed according ND:

/ Anaans nposexen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Crp.2u3 9

No

N Test / ITokazaTensb

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 ynepXuBaHUA
OCHOBHOrO TNHKa lla XpoMaTorpaMme
HCIILITYEMOr0 pacTeopa IOJIKHO
COOTBETCTBOBATL BPEMEHH YACPKHBaHHS
OCHOBHOIO [HKA Ha XpOMaTorpamMme
pacTBOpa CTaHAAPTHOTO obpasua
KeToponaka  TpoMmeTaMMHa  (paszen
«KonHuecTBEHHOE OIPEAENEHHIED).

Remarks : The Product conforms to ND/

TIpumeuanue: [Iponykr coorBercTByeT Tpeboanuam HJL

Conclusion : APPROVED /
3axmiouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya

Checked by /
[Tporepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pyxosoaurensb

Amit Kumar . -
Pt

Reprint Date /
Jata: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date /
Ilata: 29.10.2024




Dr.Reddy’s Q’Z‘

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJTTM3A

:rProduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Kempon@' Akenpecc (KeTOPoaK) TabJCTKH, AHCTIePTHPYEMbIE B MOJOCTH pra, 10 mr

Market / Poitok :Russia / Poccus B

Batch No / Batch Quantity / 3600000 tab /
. i g

Cepug Ne A VERRe Ofbem cepun * 3600000 Tab

inalytlcal Repourt No/ . 040002703925 Date of Analysis / . 20.10.2024

HaJMTHYECKHH oT4yeT No JaTta ananusa

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

Jdarta npon3BoACTRA I'ojen no

Mfg, License No. / v

Ipon3BoacTBeHHAS - MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-

‘ Honep PY RU)
smpensna Ne

Analysis performed according ND: / Ananus nposeaen no HIL; JITI-Ne(004669)-(PT'-RU)-190224

Page3 of 9/Cip.3 39

N

.N'g Test / [lokazaTenn Results / PesyasTatsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bvmuneudpoxcranuzon butylhydroxyanisole and 3-

butythydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retenticn times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / BpeMena
YHEpXHBAHUS TIMKOB
2-6yTHRCHAPOKCHAHK30Na n
3-6yTINIrHAPOKCHAHH30I2 Ha

XpOMaTorpaMMe HCIbITYEMOT0 pacTBOpa
IOSKIIBI  COOTBETCTBOBATb BPEMEHAM

yOEepXKHBAHHS MTHKOB
2-6yTUNCHAPOKCHAHH301a u
3-0yTHITHAPOKCHAHH301Ia Ha

XpPOMATOTpaMMé PacTBOpa CTaHAAPTHOTO
o6pasia Gy THITHAPOKCHaHu307a (pasies
«Copepxadue

Gyt m,upun\wlanm.swm»).

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoayKT COOTBETCTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
Tloarorosneno: Santosh Kumar
Maurya

Checked by /
IIposepeno: Pawan Kumar

ee——

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosopuress

Amit Kumar f\( S
/

Reprint Date /
Jara: 29.10.2024

Reprint Date /

Reprint Date / [
Iara: 29.10.2024

Iara: 29.10.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIHA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropon® Sxcnpecce (keToposax) Tabaerku, AHCHeprapyembIie B IN0T0CTH pra, 10 mr

Market / Peinok :Russia / Poccus

Batch No/ . Batch Quantity / . 3600000 tab /

Cepusa Ne iy ag02208 O6nem cepul " 3600000 Tab

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

AHaguTHueckHi oTuer Ne Jlara aHa/In3a

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

JIaTa npoH3BOACTEA T"ogen go

Mfg. License No. / . T No

IIpousBogcTBEeHNAN : MNB/05/263 MA number: / : JIII-Na(004669)-~(PT-
Homep PY RU)

gnnenzua Ne

Analysis perform_ed according ND: / Ananus nposesen no HII: JITI-N2(004669)-(PI-RU)-190224

Paged40f9/Crp.4m39

No

macca

Uniformity of weight /
OAHOPOAHOCThL MACCHI

Complies / CooTBeTCTBYET

e Test / IlokazaTe/b Results / PezyapTaThl Specification / Hopma
3 Average weight / Cpeanss 69.6 mg / 69.6 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /

Ot 67,2 mr go 72,8 mr (70,0 Mr + 4,0 %).

18/20 tablets - not more than * 10 %;
2/20 tablets - not more than = 20 %. /
18/20 Tabnetox — He Gomee = 10 %;
2/20 TabneTok — He Gonee + 20 %.

4 Disintegration time /
PacnapaemMocTts

01 mn 02 sec / 01 muu 02 cex

Not more than 3 min. / He 6onee 3 Mun.

5 Dissolution / PacTsopenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
5 o C)sH13NO3°C4H1NO; (ketorolac
Unit-2 / Tabn-2 ) LD tromethamine) in 15 min. / He ™euee
Unit-3 / Ta6n-3 101% | 5% Q) C1sH13NO3*C4H1NO3
) (keTopoNiaxa TpOMEeTaMHH) uepes 15 MUH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 99 %
Unil 6 / TuGu 6 08 %

Remarks : The Product conforms to ND/
TTpumeuarue: [Ipoaykr coorsetcTByet Tpebosarmam HJL

Conclusion : APPROVED /
3akarouenne: OJJIOEPEHO

Prepared by /
TNoarorosneHo: Santosh Kumar
Maurya é\

—e

Checked by /
Iposepero: Pawan Kumar

£

Approved by: Manager/Executive /
Ono6pero: Menemxep / PyKoBOZMTEND
Amit Kumar

8, -

it

Reprint Date /
Iara: 29.10.2024

Reprint Date /
Hara: 29.10.2024

Reprint Date / :
Mara: 29.10.2024




Dr.Reddy’s “‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoan® Dxenpece (keroposak) Tabuerkn, AuCHeprapyeMsie B 0J0CTH pTa, 10 mr

Market / Poinox :Russia / Poccns

Batch No / . Batch Quantity / 3600000 tab /

Cepnn Ne R s O0nem cepil " 3600000 Tab

Analytical Repo:’t No/ - 040002703925 Date of Analysis / . 20.10.2024

AHanuTH4eckHii oTyeT No Jata anannsza

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

Hdata npon3BoAcTBa TI'open 10

Mfg. License No. / _ o

IIpouzBoaCTBCHHAA : MNB/05/263 e : LRSS g
A Homep PY RU)

anueH3nsa Ne

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

Page50f 9/ Crp. Su3 9

JHenepeHocTh

T
i.oo Test / Iloxa3aTesb Results / Pe3yneTaThl Specification / Hopma
6 Particle size distribution / Complics / COOTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pasyetca
OAHOpOAHAS CYCMEH3UA, NpOXOoAsIas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MxM.

7 Impurities / Ilpumech

1-hydroxy analog of
ketorolac: /
l-ruapokcHaHanor
KeTopoJiaka

Below LOQ (LOQ = 0.0032 %)
/ Hinxe mipenera
KOJIFYECTBEHHOTO OIPEENICHHA
(TITKO = 0.0032 %)

not more than 0.5 %; / He 6o1ee 0,5 Y;

1-keto analog of ketorolac /

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

=y |

CoaepxaHHe BOABI

1-KeToaHAIOr KeTOpOoJIaka 0.07%
unidentified impurity / not more than 0.5 %,; / e 6onee 0,5 %;
eAMHHYHasA 0.01%
HeHIeHTH(UIUPOBaHHAN
NpUMeCh
total impurities / 0.1% not more than 1.0 %. / ye Gonee 1,0 %.
cyMMa npumMecei
8 Water content/ |  25% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Npumeuanue: [IpoxykT cooTBeTCTBYET TpeboBanuam HIL

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
IMonroroenero: Santosh Kumar

Maurya

Checked by /
[Tposepeno: Pawan Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoguTtenb

Amit Kumar

-
P

Reprint Nate /
Hara: 29.10.2024

Reprint Date /

Hata: 29.10.2024

Reprint Date: / :

JHara: 29.10.2024

3Bl FlHe, Yy




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayrr: Keropoa® Ixenpece (keroposnak) TabaeTky, AHcneprapyemble B OJOCTH PTa, 10 mr

Market / Ppinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne DL O6bem cepin " 3600000 126
Analytical Repourt No/ . 040002703925 Date of Analysis / . 29.10.2024
AHanuTHYecKHiH oTyeT Ne JIaTa ananusza
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTa npou3soacTsa T'onen xo
Mfg. License No. /

, MA number: / _ JII-Ne(004669)-(PI'-

I[poussoacTBenHas : MNB/05/263 Howmep PY " RD)

JAHner3Hsa Ne

' Analysis performed according ND: / Anann3 npogeaeH no HL: JI-Ne(004669)-(PT-RU)-190224

Page60of 9/ Crp. 6 n3 9

I]\I“(: Test / llokasarens Results / PesyarTatsl Specification / Hopma
9 Residual solvents / OcTaTo4Hble 0praHniecKHe pacTBOpHTENN
Isopropyl alcchol / 5 pg/tab/ Not more than 350 pg/tab. /
H3zonponason 5 Mxr B Tabnerke He Gonee 350 Mkr B TabneTke.

10 | Microbiological purity*/ MukpoGnonornueckas uncrora*

not more than 10° CFU/g; /

OaHOPOAHOCTEL
[RO3HPOBAHHBIX CAMHHIR

Total Aerobic Microbial NA
Count / ob1iee 4ucno ’ ne Gosee 10° KOE/T;
23POOHBIX MEKPO-
OpraHH3IMOB
Total Combined Yeast and NA not more than 10* CFU/g; /
mold count / o61iee YMcHo ne Gonee 10> KOE/T;
DPOMNIKEBBIX U TUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
orcyTcTBME B L I,
11 Uniformity of dosage units / 49 Acceptance value (4V) not more than

15.0 TTokasaTenb npHemiIeMocTH (A7)
[oJkeH b6bITh He 6onee 15,0.

Remarks ; The Product conforms to ND/
[pumeuanne: ITpogykT cooTeTcTBYeT TpeboBanuam HI

Conclusion : APPROVED /
3akaogenne: QJJOBPEHO

Prepared by / Checked by /

Ipoeepeno: Pawan Kumar

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

Jata: 29.10.2024 Hara: 29.10.2024

TloarororneHo: Santosh Kumar

Maurya { %iﬂ\ € Amit Kumar . L=
L : P’ ‘__’,_ﬂ-r‘/

Reprint Date / Reprint Date / ; Reprint Date /

Jlara: 29.10.2024




Dr.Reddy’s "5.'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IponykT: Keropon® Ikcnpece (keropouax) Tadserkil, AlCNeprupyemMsie B N0JOCTH P13, 10 mr

| Market / Poinok :Russia / Poccus
Batch No / i Batch Quantity / . 3600000 tab /
Cepus Ne A2 O6Bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002703925 Date of Analysis / . 29.10.2024
AHanuwruueckHii oruer Ne Jara anaansa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026
Jara npou3soacTBa Topen g0
Mfg. License No. / f o
[IpouszeoacTeennas : MNB/05/263 LA T : WSRO

Homep PY RU)

Juuen3us Ne

Analysis performed according ND: / Auanus nposexen no HA: JII-Ne(004669)-(PT-RU)-190224

Page7 of 9/ Crp. 7139

Specification / Hopma

i? Test / [Toka3zaTens Results / Pe3yabTaTsl
12 | Assay/KonunyecTBeHHOE 9.8 mg /9.8 mr
onpexesieHue (98.1 %)

From 90mg to 11.0mg of |

CisH13NO3*C4H | INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 mr CisH13NO3*C4H {1 NO3
(xeToponaka TtpoMeTamun) (ot 90,0 no
110,0 % OT 3asBNEHHOTO KONM4ECTBa) B
TabneTke.

content /

13 Butylhydroxyanisole
Cogep:kaHue
OYTHArHAPOKCHAHH301A

0.0929 mg/tab /
0.0929 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr 8 TabneTke.

14 | Package description /
OnucaHHe yNaKoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet m a carton
pack. / Tlo 10 Tabnerok B
Gnuctepe n3  (ITA/AJI/TID ¢
BraronoroTuTeneM/[12BIT)
honsru // (TID/AI) donsru. Tlo
2 6nucTepa BMECTE C JIMCTKOM-
BKITAIBIIIEM B na4yky
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 13 (ITA/ATITIS €
sraronornotutenem/II3BIT) donsru /
(T12/AJ1) ¢oneru. Ilo 1 wim 2 6mictepa
BMECTC C JIMCTKOM-BKJIAMbILLEM B TAUKYy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanne: [IpopykT cooTBeTcTBYET Tpebosanmam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[loarorosneno: Santosh Kumar

Maurya fg;\
-

Checked by /
IMposepeno: Pawan Kumar

Approved by: Manager/Executive /
Opobpeno: Menemkep / PykoBoantesis
Amit Kumar

. —
=

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg N S E .
Ipoaykr: Keropos® Skenpece (keroposak) Tabierku, Aucneprupyemslie B H0I0CTH p1a, 10 Mr iy o5}
Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab / =
Cepus Ne n Y2402203 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002703925 Date of Analysis / . 29.10.2024
AnanuTneckuii oryer No Jara anaanza o
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JaTta npoMiBOACTBA T'oxen no
Mfg. License No. / . .
IIpon3BOJCTBEHHAS : MNB/05/263 MA number: / . JI-Ne(004669)~(PT -
Homep PY RU)
JHoeH3Ha Ne . il Sl |
Analysis performed according ND: / Ananus npoexen mo HJI: JI-Ne(004669)~(PI-RU)-190224

Page 8 of 9/Crp. 8 3 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.

* [IpH BLINYCKeE JIEKAPCTBEHHOT0 NPENapaTa KOMTPOIbL Ka4ecTBa no nokasarearo «Mukpobnonoruyeckas
YHCTOTa» NPOBOANTCA MJIA KAKAO0I 20-0ii cepuH, HIH N5l OXHOH CEPHH B TOX, B 3aBUCUMOCTH OT TOrO, HTO

HACTYNHUT paHblIe.

_[ API name / Hanmenosanue APC:

Ketorolac tromethamine / Keroponaka TpOMeTaMHH

INN / MHH:

Ketorolac / Ketoponai

AP] manufacturer batch number /
Homep cepHu IpOH3BOIMTEISH ADC:

ABRHO007412

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH MPOB3BOAHTENS
TJId:

FERAQ00458

API Manufactured by & country /
Npouseoanteasr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
II-p Peppu'c Jlabopatopue Jito., Muaus

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

Haumenosanue, agpec, JANEH3HA IS
Ipou3zsogcreennas miomanka / Ilnomanxa
KOMTDOISE Rayecrsy / TDIvmaaKa BbUIYCRY

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

I-p Pequw’c JTaboparopuc JItn., Maams, IIpon3soAcTBEHHOE
noapasaenenue-6, Buwm. Kxons, Hanarapx Poya, baanu, JUCTpUKT
Cunan, X.I1., 173203, Plupms (inuedsus Homep MNB/05/263)

Remarks : The Product conforms to ND/

Tpumeuaune: [IpoaykT coorBetcTRyeT Tpebosanusm HII

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive /
IMoarorosneno: Santosh ]@1}1&1:11' IIpoBepeno: Pawan Kumar Opnob6peno: Menemkep / Pykosoaurens
Maurya _ Amit Kumar L

Reprint Date / Reprint Date/ Reprint Date / |

Hata: 29.10.2024 Hata: 29.10.2024 Hara: 29.10.2024




Dr.Reddy’s ‘g‘.

CERTIFICATE OF ANALYSIS
CEPTHO®HUEKAT AHAJIH3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg - L ]
ITpoaykt: Keropon® Dxcnpecc (keroposak) Tab/erks, JucneprupyeMuic B n0JI0CTH PTa, 10 mr .
Market / Poinok :Russia / Poccus
Batch No / - V2402203 Batch Quantity / : 3600000 tab /
| Cepnsi N OGbem cepin 3600000 126
Analytical Repoﬂrt No/ . 040002703925 Date of Analysis / . 2910.2024
AHanuTHyecKHi oT9eT Ne JlaTa aHaJIH3A
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026
JiaTa npou3BoCTRA TI'ogen o
Mfg. License No. / ] 3 ]
IIpou3BoacTBEHHAS - MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Howmep PY RU)
nHoeH3nag Ne } o
Analysis performed according ND: / Anaaus nposegen no HJL: JITI-No(004669)-(PT-RU)-190224

Page 9 of 9/ C1p. 9 n3 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».

3aKJI09EHMC 0 COOTBETCTBHU: «HACTOSIMM 5 IONTBEPIAAIO, YTO IPHBEACHHAs BHIUE HH(OPMAIIHS SBISETCS
LOCTOBEpHOM ¥ TOYHOH. DTa cepHs MPOAYKIMH NPOHM3BENeHa (BK/IOYAs YMAKOBKY (MapKupoOBKY) M KOHTPOJIb
KauecTBa) Ha BBIIIEYKa3aHHOH IIPOM3BOICTBEHHOM IUTOmajke (IIOMAZKAX) B IIONHOM COOTBETCTBMH C
TpeGoBanMaMu [IpaBui Bagiexalel NPOH3BOACTBEHHOH NpakTHKM EBpasuiCKOro SKOHOMHHECKOTro COI03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeboBaHMAMHA KOHTPONS Ka4eCTBa IEKAPCTBEHHBIX CPEICTE,
a TAaKOKe B COOTBETCTBHH CO CIIeluUKAIMAMH, CONEPKAITUMHUCA B PETUCTPAlHOHHOM [0ChE CTPaHbI-MMIIOPTEPA.
3amucH Ho MPOM3BOMICTRY, YIIAKOBKE M aHATH3Y IPOBEPEHBL, U YCTABOBIECHO HX COOTBETCTBHC TpebosanusaM ITpasui
HauIexkaIel Mpou3BOACTBEHHOM NpakTHKH EBpa3suiCKOro 9KOHOMHYECKOI0 COI03ay.
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