Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHATA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayrr: Keropon® Ixenpece (keroponak) Taduerku, ABCHeprupyesbie B M10JI0CTH PTA, 10 M1 _pme |

| Market / Peiiok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab / 8

Cepusi Neo 20000 Obmem cepun " 3600000 Tad

Analytical Repourt No/ . 040002702704 Date of Analysis / - 20.10.2024

AHanuTHIecKHE oTyeT No Jdara anannia

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

JdaTta npoussoacTBa Tonen oo

Mfg. License No. /

IlpoussogcTBEeHHAs : MNB/05/263 IIYIIA nul;;er. J - JRIII})- SRR

Jiinen3ns Ne ) oMED 1

Analysis performed according ND: / Ananns nposegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224 ]

Page 10f9/Crp. 1139

1;.:) Test / [okazaTens Results / PesysabTaTh! Specification / Hopma

1 Description / Omncanne

Light yellow round flat beveled
tablets with "|" debossed on onc
side. / Kpyrunble mnockme
TabneTku ¢ hackoii, CBETIO-
JKEJTOrO LBETa C TPaBHPOBKOI
«l» Ha ofHO#T cTOpOHeE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyribie
wIockue Tabnetku ¢ dackoi, cBeTno-
ENTOr0 LBETA C FPABUPOBKOH «l» Ha
OAHOIi CTOPOHE.

2 Identification / Maenrnduraus

Ketorolac / Kemopoaax

Complies / CootBercTBYET

UV spectra of thc test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / VD-cnektpsl NOMIOLICHHS

WCOBITYEMOTO pacTBopa M pacTBopa
crangaptioro  ofpasua  keToposaka
TpOMeTaMHHA DOJIKHBT UMeTh

MaKCHMYMEI NpH OOHOH M TOH ke JUIHHE
BOJIHBI (& 2 HM).

Remarks : The Product conforms to ND/
I[Tpumeuanue: [Tponyxr cooteercTryeT Tpebosanusam HJ

Conclusion : APPROVED /
Zaxiogenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toarotoenexo: Santosh Kumar ITposepeno: Pawan Kumar Ono6peHo: Menemxep / Pykopoanresb
Maurya @ Amit Kumar . b=

AN /’f——— f\",i-—""’
Reprint Date / Reprint Date/  / Reprint Date/ '
Hara: 29.10.2021 Jata: 29.10.2021 Hara: 28,10,20241
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIA3A

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

Ipoayxr: Keropoa® Jkcnpecc (keroposiak) TafuieTky, AHCIEPrUpYEMbIC B OJ0CTH pra, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne e O6bem cepun 3600000 Tab

Analytical Repo‘f‘t No/ . 040002702704 Dg(g of Analysis / . 29.10.2024

Ananurnyeckmii oryer No JlaTta anaju3a

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

Jara nponspojcTBa Tonen no

Mfg. License No. /

IIponsBoacreeHnas : MNB/05/263 MA number: / ; NG R S
Homep PY RU)

Junenzus No

Analysis performed according ND:

/ Anann3 nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/ Crp. 2 n3 9

No

Ne Test / [TokazaTenn

Results / PesynbraTter

Specification / Hopma

Complﬂas / 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 ynepxuBaHUs
OCHOBHOTO TIMKA Ha XpoMaTorpamme
UCMBITYEMOTO pacTeopa HOIKHO
COOTBETCTBOBATb BPEMEHH YACPKUBAHUA
OCHOBHOTO TMKA Ha XpoMaTorpamme
pacTsopa CTaHIAPTHOro obpasua
KeToponaka  TpomeTammHa  (pasfen
«KomuyecTBeHHOE OTIPEAENEHUEY).

Remarks : The Product conforms to

INpumedanue: Ilpoaykt coorseTcTByeT Tpebosanusam HJI

ND/

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by /
IMoarotosneno: Santosh Kumar
Maurya

Checked by /
TTposepeno: Pawan Kumar

e,

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

Amit Kumar

P

Reprint Date /
Jata: 29.10.2024

Reprint Date / !
Hara: 29.10.2024

Reprint Date /
Hara: 29.10.2024

SETHIGN TTalaneanm, i




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJTH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Dkenpece (KeTopoaak) TabJieTKi, ACHeprupyemMbie B No10cT pra, 10 mr

Market / Prinok :Russia / Pocens . T

Batch No / ] . Batch Quantity / ~ 3600000 tab / i

Cepusi Ne a2y O6bem cepiil " 3600000 126

Analytical Repovrt No / . 040002702704 Date of Analysis / . 20.10.2024

AHanuThuecKHii oTueT No Jara anannsa

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

JlaTa nponsBoACTBa T'open go

Mfg. License No. / ¥a

IIponzBoacTRennas : MNB/05/263 WL e 3 JII-Ne(004669)~(PT-
Homep PY RU)

anucH3na Ne

Analysis performed according ND: / Anasins nposeaen no H/L: JII-Ne(004669)-(PT’-RU)-190224

Page30of9/Crp. 3139

N g

.N'g Test / [TokazaTens Results / PeaynbTaThb Specification / Hopma
Butylhydroxyenisole / Complics / CoorBeTcTRYET The retention times of 2-
Bymiumeudporcuanuzon butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

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

butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogrami  of butylhydroxyanisole
standard solution ("Butylhydroxyanisole
content" section). / Bpemena
yaep>KUBaHHS NHKOB
2-0yTHNIMAPOKCUAHN30NA U
3-6yTHUNrHApOKCHAaHN301a Ha

XpOMATOTPaMME HCILITYEMOIO pacTBopa
JNOJXKHBl  COOTBETCTBOBATE  BpEMEHAM
YIAepIKUBaHHA TIKOB
2-6yTHNrHapoOKCHaH301a H
3-0yTUNIrHOpOKCHaAH30Ma Ha
XpPOMATOTPaMME PacTBOpa CTaHAapTHOTO
obpasua GyTunruapokcHanusona (paszen
«CopepxaHue
OYTHIIHAPOKCHAHHA301AY).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanne: [Tpoaykr cootsercTeyer Tpebosannam HIT Baxaouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: Santosh K.un@\ Ilposepeno: Pawan Kumar Onobpeno: Meuemkep / PykosoauTesns
Maurya 32 i

ry ( £ ) Amit Kumar /\,‘/ J’/ )
Reprint Date / Reprint Date / Reprint Date /
Hara; 29,10.2024 Jara: 29.10.2024 Hara: 29.10.2024




Dr.Reddy'’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTIM3A
|Product : Ketorol iil;;r_ess (ketorolac) Orally Disintegrating Tablets 10 mg N
Hpoaykr: Keropoa® dxenpece (keTopoaax) rabaerku, Jucneprupyemsie B noaoctn pra, 10 sr
Market / Puinok :Russia / Poceus
Batch No / 3 Batch Quantity / . 3600000 tab /
| Cepust Ne L el O6bem cepnn " 3600000 Tab |
Analytical Repovrt No/ - 040002702704 Date of Analysis / . 29.10.2024
AnanarTuyeckiii oryer Na JAaTa anaansa
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026
JlaTa npon3BoacTea Topen a0 ol
Mifg. License No. /
IIpoussoacTBEHHAs : MNB/05/263 Uil MIDE LG LR S
, Howmep PY RU)
JHben3nsn Ne il =l
Analysis performed according ND: / Ananns nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page40of 9/ Crp. 4 139

z.f Test / loxa3zaTenb Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpeansst 69.4 mg / 69.4 Mr 1672 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca . Ot 67,2 Mr no 72,8 Mr (70,0 mr+ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OanopoOaHOCTL MaCEhI 2/20 tablets - not more than + 20 %. /
18/20 Tabacrok — He 6Goyce % 10 %;
2/20 tabnerox — He bonee = 20 %.
4 Disintegration time / 01 min 42 sec / 01 mMuH 42 cek Not more than 3 min. / He 6onee 3 mun.
PacnapaemocThb
5 Dissolution / PacTeopcnue Unit-1/ Tabn-1 99 % Not less than 75% (Q) of
. CisH13NO3+CsH (NO3 (ketorolac
Unit-2/ Tabn-2 101 % tromethamine) in 15 min / He melee
Unit-3 / Tabn-3 102 % 75 % Q) C15sH13NO3*CsH ;1 NOs
. = (xeToposaka TpOMeTaMHUH) 4epe3 15 MuH.
Unit-4 / Ta6n-4 101 %
Unit-5 / TaGn-5 104 %
Unit-6 / Tabn-6 102 %

Remarks : The Product conforms to ND/
Ipumeuanne: Iponykr cootsercreyer Tpebosannam HIL

3aka

Conclusion : APPROVED /

wuenue: OJOBPEHO

Maurya

Prepared by /
[Moarorosneyo: Santosh K&r

Checked by /
[Iposepeno: Pawan Kumar

o

Amit

Approved by: Manager/Executive /
Qnobpeno: Menemxep / Pykosouutens

Kumar

Reprint Date /
Hata: 29.10.2024

Reprint Date /
Hara: 29.10.2024

Reprint Date / *
Hara: 29.10.2024




So
Dr.Reddy’s ';’

CERT‘IP‘ICA’fE OF ANALYSIS

CEPTHDHKAT AHAJH3A

Product : Ketorol Exp_re;.;_(ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ikcnpece (KeToporak) Tafiaersu, Ancneprupyembie B NOJ0CTH P13, 10 mr -

Market / Puitox _:Russia / Poccus _ o
Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne ALY O6bem cepuls " 3600000 Tab
Analytical Repovrt No/ . 040002702704 Date of Analysis / . 29.10.2024
AHannTHucckmii oryer No Tara aHaansa

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

Jarta nponssoacrea Topen 1o

Mfg. License No. / d ,,
Ipoussoacrsentan . MNB/05/263 Bile a3 o LSRR

Homep PY RU)
JHuen3na Ne

Analysis pcrforme?l according ND: / Auanns nposegen no H/I: JITE-Ne(004669)-(PT-RU)-190224

|

Page 50f 9/ Crp. Su3 9

JunenepcHocTs

I}‘(: Test / [Tokazatens Results / PesyabraTsl
6 Particle size distribution /

Complics / CooTBeTcTBYET

Specitication / Hopma

A uniform suspension passing through a
710 um sieve is formed. / Obpazyercs

ONHOpOJHaA CyCIeN3Hd,

npoxonaias

CKBO3b CHTO € pPa3MepoM OTBEPCTHH

710 MKM.

7 Impurities / lMpumecn

ketorolac: /

KeToponaKa

1-hydroxy analog of

1-ruppoxcnananor

Below LOQ (LOQ = 0.0032 %)
/ Hixe npenena
KOJIMYECTBEHHOTO OMpeaeneH A
(ITKO = 0.0032 %)

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

1-keto analog of ketorolac /
1-keToaHanor keroponaxa

unidentified impurity /

0.06%

1ot more than 0.8 %; / He Gonee 0,8 %;

not more than 0.5 %; / ne Gonee 0,5 %;

CoaepxaHue BOAbI

eNHNYHaa 0.04%
HEHAEHTUPHLIMPOBAHHAS
npumMech
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
CyMMa IpUMECEi
8 Water content / 3.6 % ot more than 7.0 Y. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
TTpumeuanne: [Iponykr coorBercTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
Zaxmoucnne: OJOBPEHO

Hova: 29.10.2024

Jlara: 29,10,2024

Prepared by / Checked by / Approved by: Manager/Executive /
Toarorosneno: Santosh Kumar [Ipoeepeno: Pawan Kumiar Opobpeno: Meuezkep / Pykosoaurens
Maurya o/ Amit Kumar ey

N y: ot Ast=
Reprint Datc / Reprint Date / Reprint Date /Y

Jata: 29.10.2024




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJII3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® 3xcnpece (keTopoaak) Tabierky, iMCHeprupyenbie B monocti pra, 10 Mr

Market / Poinox ~ :Russia / Poccus .

Batch No / ] Batch Quantity / 3600000 tab /
| Cepua Ne g 2n LA Ob6beM cepHE " 3600000 Tab

Anmalytical choﬁ No/ - 040002702704 Date of Analysis / . 29.10.2024

ARanuTRYecKHiT oTHeT No JlaTa aHanu3a

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

Jara npouzsoacTBa Togen o

Mfg. License No. / .

IlponspoacTeenuas : MNB/05/263 M, s 03 : JINI-Na(004669)~(PT~

Homep PY RU)
anuenzus Ne

Analysis performed according ND: / Aranus wposesen mo HJI: JITI-No(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 n3 9

I;.f Test / [TokazaTesns Results / PesyabTaTsl ! Specification / Hopma

9 Residual solvents / OcTtaToyHble 0praHHYECKHE PACTBOPHTEIH — 1]
Isopropyl alcohol / 17 pgftab/ | Not more than 350 pg/tab. /
HzonpomaHon 17 mxr B Tabnetke He 6onee 350 mxr B TabiieTke.

10 Microbiological purity*/ MuxpoGuonoriyeckan 4ncrora®

Total Aerobic Microbial NA
Count / obitee uucno
23p06HBIX MHKpPO-
OpraHu3MoB

not more than 10? CFU/g; /
e 6onee 10° KOE/T;

Total Combined Yeast and NA
mold count / oblee qucio
LOPOXOKEBBIX U IUIECHEBbIX

not more than 10°> CFU/g; /
He 6onee 102 KOE/T;

OaHoOpoOAHOCTDL
NO3HPOBAHHBIX CAHHHIL

rpHboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B | T
11 Uniformity of dosage units / 33 Acceptance value (4¥) not more than

15.0 TlokazaTtenn npueMneMoctu (4V)
jgomxeH ObITL He Goee 15,0,

Rcmarks : The Product conforms to ND/
[Tpumeuanue: [Tponykr coorsercTByeT TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotosnedo: Santosh Kumar Flpoeepero: Pawan Kumar Qunobpeno: Menemiep / Pykosonurests
Maurya ’ﬂ . 2 Amit Kumar L

Reprint Date / Reprint Date / Reprint Date /¥

Hara: 29.10.2024 Hara: 29.10.2024 Iara: 29.10.2024




Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJTM3A

‘Product : Ketorol Express (ketorolac) Orally Disin(eg_raﬁ-iﬁg Tablets 10 mg

[Mpoayxr: Keropoa® Dxcnpece (keroposak) TabeTky, AHCICPrHpYeMbIe B HO10¢TH pTa, 10 Mr

| Market / PoiHok :Russia / Poccus 5 O
Batch No / ' Batch Quantity / 3600000 tab /
Cepun Ne g RO O6bem cepnnt " 3600000 Tab
L O AN : 040002702704 Date of Analysis/ ., 59142094
AHanuTHyeckHii oTyer Ne Jara anaanza
Date of Manufacture / . 10/2024 Date‘ pf Expiry / . 09/2026
HMata nponsBoacTBa Toaeit 1o
Mfg. License No. / -
IIpousBoacTeeHHAas : MNB/05/263 TSI e LU= 0 T

Homep PY RU)

JaHuensua Ne ———

Analysis performed according ND: / Anauns nposegein no HJI: JUI-Ne(004669)-(PT-RU)-190224

Page70f9/Crp. 7 m39

ofipexeseHue

1;3 Test / IToka3aTenn Results / PesynabTaThl Specification / Hopma
12 | Assay/KonuyecTBeHHoR 10.0 mg / 10.0 mr From 9.0mg to 11.0mg  of |
(99.7 %) C15H13NO3+C4H11NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 mr C1sH1aNO3*C4H 1 NO;
(xeToponaka Tpometamun) (ot 90,0 a0
110,0 % OT 3aABNEHHOTO KONIYECTRA) B
TabneTke.

13 Butylhydroxyanisole
content /

Coaepkanne
OyTHIrHIPOKCHAHH301A

0.0939 mg/tab /
0.0939 Mr B TaOneTKe

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B Tabnerke.

14

Package description /
OnHcaHHe 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 Tabmerox B
6nucrepe w3 (MMA/AITUTIS ¢
praronornoTutenem/I[1OBIT)
donwpru // (ITS/AIT) donsru. Tlo
? RnucTepA AMPATR € TTHCTKOM-
BKJIABILEM n Hauny
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. / [To 10 rabierok B
6ncrepe U3 (ITA/ATITID c
pnaronorjoturenem/II2BIT) domsrn //
(IT2/AJT) poneru. Mo 1 wm 2 bavactepa
BMECTE C JIMCTKOM-BKJAMbILIEM B MAuYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ilpumeyanue: [Iponykr cooTsetcTByeT Tpebonratuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by /
Ioarotosneno: Santosh Kumar

Maurya @__

Checked by /
IIposepeno: Pawan Kumar
i

Approved by: Manager/Executive /
Quobpeno: Menemiep / PyxoBoauresns
Amit Kumar

\’ -
o

A

Reprint Date /
Jata: 29.10.2024

Reprint Date/
Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

\j




D Reddelv's Laboratories Lid

Dr.Reddy’s Q'?'

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAITM3A

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

Hponykr: Keropon® Dkcnpece (keTopoaak) TabaeTKH, AHCHEPrEpyeMbIe B NOJ0CTH PTa, 10 mr RS
Market / Peinox :Russia / Poccus _ al
Batch No / ; Batch Quantity / _ 3600000 tab /

Cepun Ne e a O6BeM cepii " 3600000 rab
Analytical Repourt No/ - 040002702704 Date of Analysis / . 29.10.2024
AHagnTHYeCKH I oTueT No . JlaTa anannza

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

JaTa npoH3BOACTBA Toxen a0 |
Mfg. License No. /

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

Homep PY RU)
JHunen3na Ne .
Analysis performed according ND: / Auanus nposeaen no HJL: JII-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ CT1p. 8 m13 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.

* [lpu BoINYCIce ICKAPCTBEHHOO NPeNapara KOHTPo/lk KauecTsa Mo nokasarento «VMukpoGuotornyeckas
YHCTOTAY NPOBOAMTCH MUIS kaxaoii 20-0ii cepHK, HAH /151 ONHO CepHU B rof, B 3aBHCHMOCTH OT TOTO, TO

HacTYNNT paHblie.

API name / HaumenoBanne A®C: Ketorolac tromethamine / Ketoposiaka TpoMeTamMiin
INN/MHH: Ketorolac / Keroponax
API manufacturer batch number / ABPH002429
Homep cepnn nponssosurens ADC:;
FP Manufacturer API Batch number /
Homep cepuH cyGeTaNUMH TPOH3BOANTENN FERAO00519
TJIP: ’
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /
1Ipouzsonutenn A®C, crpana: I-p Pepnu'c Jlaboparopuc JIta., Muaus
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) /
HaumeHoBaHHe, aipec, JIHUEH3NA s J-p Peanw’c JlaGoparopuc Jiti., Muaus, IlponssoncreenHoe
IIponssoacrsennasn miomanka / lnomaaka moapazzenenne-6, But. Kxons, Hanarapx Poyn, banan, JucTpHKT
KOHTpo.Ia KadecTBa / Ilnomagka BeimycKa Conan, X.II., 173205, Unaus (nuuensus nomep MNB/05/263)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: [Tpoaykr cooreTcTByeT Tpebosannsm HI Zaxmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ogrorosnexo: Santosh Kumar Tposepeno: Pawan Kumar Ono6peHo: Menenxkep / Pykosonurens
Maurya ‘&7 <ﬁ_\ Amit Kumar gl ==
e st
Reprint Date / Reprint Date/ 7 Reprint Date /
Jlara: 29.10.2024 Hara; 29.10.2024 Jlara: 29.10.2024




& o
Dr.Reddy’s “,‘.‘

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIM3A
-WKEOI Express (ketorolac) Orally Disintegrating Tablets 10 mg —_ A ]
Ipoaykr: Keropon® dxenpece (keToposak) Tabierky, iucneprupyemble B nojocth pra, 10 mr
Market/ Poinok : Russia / Poccus
Batch No / " Batch Quantity / . 3600000 tab /
Cepua Ne A2402150 O6nem cepun " 3600000 Tab
Analytical Report No / 040002702704 Date of Amalysis/ . 5999024
 ABagnrHueckuii orger No Jata ananu3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026
JaTta nponsBoicTBA Togen no
Mfg. License No. /
ITpon3eoacreeHHas : MNB/05/263 B number: / : JITI-Na(004669)-(PT-
Homep PY RU)
IHneH3Ha Ne ! — e
Analysis performed according ND: / Anaaus nposegen no HJIL: JITI-Na(004669)-(PI'-RU)-190224

Page 9 of 9/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».

3aK0UeHNe 0 COOTBETCTBHH: «HACTOAIIMM 5 MOATREPXKIAIO, YTO TPUBEAEHHAs] BHIIC HHGOPMAITHS ABILICTCS
JOCTOBEPHOH M TOUHOH. DTa ceprsl NPOAYKIMA IPOM3BeNeHA (BKIIOYas YIaKOBKY (MapKMPOBKY) M KOHTPOIb
KayecTBa) Ha BHINIEYKa3aHHOM HNPOM3BOACTBEHHOH IUIOMmIaaKe (IIOMIafKaX) B IMOJHOM COOTBETCTBHH €
TpeboBanusaMu [IpaBun Hapexalei IpoM3BOICTBEHHOH NPAKTHKH EBpasHicKoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) n TpeGOBaHKUAMHM KOHTPOJII Ka4eCTBa JICKaPCTBEHHBIX CPE/CTB,
a TaXKe B COOTBETCTBHH CO CIEUHPHKAIUAMMU, COICPXAIIUMHCA B PETHCTPATHOHHOM JOCBE CTPaHLI-HMIIOPTEpA.
3amMCcH MO IIPOH3BOACTRY, YIIAKOBKE H aHAIM3Y IPOBEPEHEL, H YCTAaHOBIEHO MX COOTBETCTRBHE TpebonanmsaM Llpasun
HaJyIeXaIeH IpOU3BOACTBEHHOM NpakTHKH EBpasuicKoro 3KOHOMHYECKOTO COO3a».
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