Dr.Reddy’s Q:';"

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJM3A

— —_—

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

Mpoaykr: Keropon® Dxenpece (keroponak) TabnerTki, Aucneprupyemsie B nogoct pra, 10 mr

Market / Poisok :Russia / Poccus e

Batch No / . Batch Quantity / 3600000 tab /

Cepnsi Ne N O6nem cepan " 3600000 tab

Analytical Repovrt No/ - 040002701424 Date of Analysis / . 29.10.2024

AnamuTnuecknil oTyer Ne JMara ananuza

Date of Manufa(?turc / . 09/2024 Date of Expiry / . 08/2026

Jara uponspoacrea Tomen g0

Mfg. License No. / ; .

Ipoussoeacreennas : MNB/05/263 MA number: / : JIII-N2(004669)-(PT-
) Howmep PY RU)

aunensna Ne

Analysis performed according ND:

/ Anann3 nposenen no HJ: JITI-Ne(004669)~-(PI'-RU)-190224

Pagelof9/Crp.1m39

No i . .
No Test / IlokalaTenn Results / PeaynsTaTnl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "[" debossed on one side. / Kpyribie
side. / Kpyrnsle nnockue miockue TabneTkH ¢ dackoi, cBeTio-
Tabnetky ¢ dackoif, ceeTno- KENTOro UBETA C rPaBUPOBKOM «I» Ha
XKENTOro 1BeTa ¢ FPaBUPOBKO OIHOI CTOpOHE.
«» Ha OAHOM CTOPOHE.
2 Identification / HueHTuq)uKailllﬂ S—— ——

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpbl TOTAOIIEHHUA
HCOILITYEMOTO  pacTBOpa M pacTeopa
CTaHAapTHOro  ofpasua  KeToposiaka
TpOMETaMHHRA IOOJIKHBI HMETh
MaKCHMYMBI TIPH OAHOIT ¢ Toft Xke IJIHHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to

ND/

ITpumeyanre: [lpoaykT cootsercTeyeT Tpeboannam HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotoeyeno: Santosh Kumar [Tpoeepenio: Pawan Kumar Ono6peno: Menemxep / Pykosoaurens
Maurya @r_ (%g Amit Kumar e

_ P
Reprint Date / Reprint Date / Reprint Date /
Hata: 29.10.2024 Hata: 29.10.2024 Hara: 29.10.2024




Dr.Reddy’s ".'..‘

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpece (keroponak) tabieri, AMcneprupyemMbie B n010¢TH pra, 10 Mr

. Market / Prinox

'Russia / Poccus

AHannTuuyeckHil oryer Ne

Batch No / ) Batch Quantity / . 3600000 tab /
Cepusn Ne A OGbem cepnn " 3600000 Tab |
Analytical Report No / - 040002701424 Date of Analysis / . 29.10.2024

Jara ananusa

JHIeH3una No

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
JaTa npoun3BoacTEa Tonen oo
Mifg. License No. / - ~
MA number: / JITI-Ne(004669)-(PT -
I J 3 S
POM3BOACTBEHHAA MNB/05/263 Howmep PY RU)

Analysis performed according ND: / Anaans nposeaex no H: JITI-Ne(004669)-(PI'-RU)-190224 .

Papge20f9/Crp.2 139

[ No |

Test / ITokaszarens
Na

Results / Pe3ysibtaTsl

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), / Bpemsa ynepxHBaHUSA
OCHOBHOTO I1TMKA Ha XpoMarorpamme
HCIILITYEMOTO pacTeopa LOJIKHO
COOTBETCTBOBATh BPEMEHH YIEPKHBaNHU
OCHOBHOIO [HKa Ha XpoMaTorpamme
pactsopa CTaHOAPTHOIO oBpazna
Kkeropojaxa  TpoMeramMuHa  (pazaen
«KonuecTBeHHOEe OMpPCACIEHUEN).

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykt cooTeeTcTBYEeT TpeboBanuam HJ

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

Prepared by /
TTonroroeisieHo: Santosh Kumar
Maurya

Checked by /
Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Meremurep / PykosoauTteis

Amit Kumar -
/\—— s

Reprint Date /
Jara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date/ '

Jlara: 29.10.2024




) ®
Dr.Reddy’s ge . ol Nalagarh Road, Batic)
CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTHU3A

Product : Ketorol Ex;_);'ess (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keroponak) tabierki, AHCICPrpyeMblie B MOAOCTH PTa, 10 mr

Market / Poinok ol :Russia / Poccus

Batch No / ) Batch Quantity / _ 3600000 tab / o

Cepna Ne L i O6nemM cepii " 3600000 Tab

Analytical Repo“rt No / . 040002701424 Date of Analysis / . 99.10.2024

AHannruyeckuii oruer Ne Hdata agannza

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

Jara npouzBoacTea Tonen o

Mfg. License No. / 2

TIpon3BogcTBeHHAsT : MNB/05/263 MA number: / 2 TGRS (B
Homep PY RU)

JTHnen3na Ne

Analysis performed according ND: / Awaans nposeaen no HJ: JITI-Ne(004669)-(PI'-RU)-190224
Page3of9/Cip.3 439

i:) Test / Nokazareis Results / Peaynbrats! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYCT The retention times of 2-
Bymunzuoposcuanuson 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
ylIepKUBaHUA [KOB
2-6y THITHOPOKCHAHH30/1A H
3-6yTIIrHAPOKCHARU30NA Ha
XpoMaTorpaMMe HCIBITYEMOro pacTBopa
DNOMKHBE  COOTBETCTBOBATH  BpeMeHam
YOepXUBAHHS MINKOB
2-GyTHATMAPOKCHAAN301a n
3-6yTUITHAPOKCHAN U304 Ha
XpOMaTOrpaMMe pacTBopa CTaHAapTHOro
obpazua GyTHArHAPOKCHaH30a (pasacn
«Conepxaniie
GYTHIrHAPOKCHAHH30NIAR),

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

ITpumenanue: [Ipoaykr cooTseTcTBYeT TpeboanHam HJI 3akmouenue: QJIOBPEHO

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

oarortosneno: Santosh Kumar MNporepero: Pawan Kumar Onobpeno: Menemkep / PykoBoautens

Maurya [& > Amit Kumar o Ve

B - J"; o /,
Reprint Date / Reprint Date / Reprint Date /
| Jara: 29.10.2024 Harta: 29.10.2024 Hata: 29.10.2024




Dr.Reddy’s Q‘:’.

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disi;tcgrating Tablets 10 mg
IMpoaykr: Keropoa® Dxenpece (keTopoaak) Tabnerkn, AHcHeprupyembie B noaoets pra, 10 mr

:Russia / Poccus

 Market / Ppinok

aHMueH3na Ne

Batch No / . _ Batch Quantity / 3600000 tab /
Cepusa Ne 2R O0bem cepii * 3600000 Tab
Analytical Repourt No / . 040002701424 Date of Analysis / . 29.10.2024
Anranntruecknii oryet No Hara anannsa |
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jara npouseoacrea Topnen a0
Mfg. License No. /

: MA number: /  JITI-N2(004669)-(PT'~
ITponzsoncreennast : MNB/05/263 Howtep PY ' RU)

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

- . L Paged of 9/ Cip.4u3 9
I}f Test / [Tokasare/b Results / PesysrpTaril Specification / Hopma
3 Average weight / Cpeanss 69.6 mg/ 69.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /|
macca . . " Ot 67,2 Mr 10 72,8 My (70,0 Mr = 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OAROPOAHOCTH MACCH) 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox - He Gonee =+ 10 %;
2/20 Tabnetok — He 6onec = 20 %.
4 Disintegration time / 01 min 22 sec / 01 Mun 22 cexk Not more than 3 min. / He Gonee 3 Mu#,

Pacnanaemocts

5 Dissolution / PacTBopeune Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. CsH3NO3*CsH, 1 NO; (ketorolac
DlaER Moy 25 W tromethamine) in 15 min. / He wmeHee
Unit-3 / Tabn-3 101% | 75% Q) CsH3NO3*C4H 1 1NOs
. (RELUpUVIARA IpUMELAMITH) Yepes 15 Muu.
Unit-4 / Ta6n-4 96 %
Unit-5 / Ta6a-5 95 %
Unit-6 / Tabn-6 - 99 %

Remarks ;: The Product conforms to ND/
ITpumeuanse: ITpoaykT cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosaeno: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBonureiis
M aurya @-\4 J'f Amit Kumar #\__ . e

i Pl
Reprint Date / Reprint Date / Reprint Date /
Hata: 29.10.2024 MJara: 29.10.2024 Hara: 29.10.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropoa® Dxenpece (keTopoaak) rabieriku, ucnepripyemeie B noJ0¢rn pra, 10 mr

Market / Poiaok :Russia / Poceust

Batch No / ] Batch Quantity / ~ 3600000 tab /
Cepnn Ne 2 O6BeM cepln " 3600000 Tab
Analytical Repo:'t No / . 040002701424 Date of Analysis / . 29.10.2024
ABanHTHYecknii oTuer Ne JlaTa anann3sa

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2026
JlaTa npok3goacTBA I'open a0

Mfg. License No. / i

IIpouzBopcTBennas : MNB/05/263 MA number: / ; IR

Homep PY RU)

annen3usa Ne

Analysis performed according ND: / Ananus ‘nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.5m3 9

| i? Test / ITokazaTenb Results / Pe3ybraThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
HAucnepcHocTh 710 um sieve is formed. / O6pasyercs
ONHOPOAHAS CYCIEH3HA, MNPOXOAALAs
CKBO3b CMTO C pa3MepoM OTBEPCTHI
710 MKM.
7 Impurities / ITpumecu

1-hydroxy analog of
ketorolac: /
l-ryapoxcHananor
KeTopoInaka

Below LOQ (LOQ = 0.0032 %)
/ Huxe rpenena
KOJNTHYECTBEHHOTO OTIpENENEeHNs
(TTKO = 0.0032 %)

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

1-keto analog of ketorolac /

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

CoaepaaHue BOAbI

1-KkeToaHANOT KETOpOaKa 0.07%
unidentified impurity / not morc than 0.5 %; / we Gosnee 0,5 %;
e AHHUYHAsA 0.01%
HeuACHTHGHUHPOBaHHas
npHuMech
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
CyMMa NpUMeceii
8 Water content / 33% Not more than 7.0 %. /

Ife 6omee 7,0 %.

Remarks : The Product conforms to ND/ .
Ilpnmeuanue: ITpopykr cooreeTcTRyeT Tpebopanunsam HJL

Conclusion : APPROVED /
3axrouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TToarorosneno: Santosh Kumar Ilporepeno; Pawan Kumar Ono6peno: Menemxep / Pykosoantesns
Maurya * Amit Kumar o i

~ _ NELS
Reprint Date / Reprint Date / Reprint Date/ ©

Jlata: 29.10.2024

Jara: 29.10.2024

Hara: 29.10.2024




D -
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg_
Tpoaykr: Keropoa® Ixenpece (keToposak) Tabaerky, Ancucprapyembie B 040CHH pia, 10 arr

Jaunensusn Ne

Market / Poiok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
| Cepns Ne e Obbem cepnn * 3600000 Tab
Analytical Report No/ . 040002701424 Date of Analysis / . 29.10.2024
Ananwrnyecknii oryer N Jlara anannza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JlaTa npou3BoacTBa Toxen 1o
Mfg. License No. /
: ] ) ) MA number: / ~ JITI-Ne(004669)-(PT'-
TIponseoneTBenas : MNB/05/263 Homep PY " RU)

_Analysis performed according ND: / Anasinz nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

No
No

Test / [lokazaTenn Results / PesyabTaThl

Page 60of 9/ Crp. 6 139

Specification / Hopma

9 Residual solvents / OcTaTouliiie opraHuvecKne PaCTBOPHTENH

Isopropyl alcohol / 08 pgriab /

W3oriponanon 08 mkr B Tabnerke

Not more than 350 pg/tab. /
He 6onee 350 mkr B Talnerke.

10 Microbiological purity*/ MukpoGnoJioruuecican yncrora*

Total Aerobic Microbial NA
Count / ofwee yucno
a3po6HBIX MMKpPO-
OpPraHH3MOB

not more than 10* CFU/g; /
He Gonee 10° KOE/T;

Total Combined Yeast and NA
mold count / o6uiee uucno
IPOXKEBBIX U [UIECHCBAIX

not more than 102 CFU/g; /
He G6onee 10° KOE/T; .

NO3HPOBAHHLIX €AHHHIL

rpHOOB
Escherichia Coli NA shell be absent i1 1 gram. /
oTcytcTBHE B | T
11 Uniformity of dosage units / 7.7 Acceptance value (4F) not more than
Oanopoanocts 15.0 IToka3arens npuemaemocrtu (A1)

nomxken OpiTh He Gonee 15,0.

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykt cootetcreyeT TpeboBauuam HJJ

Conclusion : APPROVED /
3axawuenne: OJJOGPEHO

Hara: 29.1020_2»4 _ Hara: 29.10.2024

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

[MoarorosneHo: Santosh Kumar ITporepeno: Pawan Kumar Onobpeno: Mewemiep / Pykosogutens
-’7 i1 o

Maurya %X B 3 :] ) Amit Kumar /\5‘:’ e

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.10.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ ponykr: Keropon® Jxenpece (keropoiak) Tabierks, aucneprupyenmbie B monocry pra, 10 mr

Market / Prinok :Russia / Poccus ] i

Batch No / . Batch Quantity / 3600000 tab /

Cepusn Ne o Ob6snem cepun " 3600000 Tab

Analytical Repo:'t No/ . 040002701424 Date of Analysis / - 29.10.2024

Anammruuecknii oTyer Ne Jata anaguza

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

JlaTa nponssojcTRa Tonen go

Mfg. License No. / :

TponssoncTRennas . MNB/05/263 W by 3 AL R S O
Homep PY RU)

JHuensns Ne

_Analysis performed according ND: / Ananns nporeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 7 of 9/ Crp. 7 71139

No

Test / FlokazaTens
Ne

Results / Pe3yabTaThl

Specification / Hopma

12 Assay / KonuvecTBeHHoOe
onpeaesieHe

10.1 mg/10.1 mr
(100.5 %)

From 9.0mg to 11.0 mg of
CisH13NO3*C4H |1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 1o
11,0 Mr CsH13NO3+CiH | 1NO;
(xetoponaka TpoMerammH) (ot 90,0 no
110,0 % oT 3a4BJIEHHOr0 KOJNHMYECTBa) B
TabneTxe.

13 | Butylhydroxyanisole
content / Conepxanue
OyTHATrMAPOKCHAHU301a

0.0930 mg/tab /
0.0930 Mr B Tabnetke

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

14 | Package description /
Onucanne ynakosxt

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet 1 a carton
pack. / Tlo 10 Tabnetok B
6nucrepe 3 (IIA/AJITID ¢
siarcrnorsiotnrenem/II3BIT)
doneru // (IID/AJ]) doneru. [To
2 6nmucTepa BMeCTE C JIHCTKOM-
BIUTABILIEM B nayKky
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. / ITo 10 tabnetoxk B
Gnucrepe n3 (ITA/AJI/TID G
paronornotutenem/[I2BI1)  Qonera //
([I2/AJT) donsru. Ilo 1 unu 2 Gnuctepa
BMECTE C JIHCTKOM-BKJIANBILICM B [1A9KY
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axiawyenne: OJOBPEHO

Prepared by /
ITonrotosneno: Santosh Kumar

Muurya %

Checked by /
[Iposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ouno6bpero: Menempkep / PyxoBoautesib

Amit Kutuat R
iA,/

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

v

— _—




Dr.Reddy’s Q3¢

s Laperatones (g

CERTIFICATE OF ANAL YSIS
CEPTUOUKAT AHAJTHU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg S
Hpoaykr: Keropoa® dxenpecc (keToposak) TabNeTku, AUCHeprupyemsbie B moaocrd pra, 10 mr =
. Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns No R Ofbem cepan * 3600000 Ta6

AT NG : 040002701424 Date of Analysis/ . 59 199024

AHanuruueckuii oryer Ne Jara anainaa

Date of Mapufacture / . 09/2024 Date of Expiry / . 08/2026

Jara npou3BoacTBa T'onen /10 |
Mfg. License No. / ] .
IMponzsoacrBennan : MNB/05/263 e : DHELGQHER) ST

Homep PY RU)
Junenzus Ne
Analysis performed according ND: / Anaau3 nposegen o HJI: JIIT-Ne(004669)~(PT-RU)-190224

Page 8 0of9/Crp. 8 139

* 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,

* TIpy BLINYCKE JEKAPCTBEHHOTO NPENapaTa KOHTPOIbL KaYecTsa 1o nokasarento «MuicpoGHooriieckan
YHCTOTA» NPOBOAUTCA ANs Kaxaol 20-0¥ cepnn, HAW A5 OOHOI CEPHHU B 01, B 38BHCHMOCTH OT TOr0, YTO

HACTYNHT pAaHbIUE.

| API name / Haumenosanne ADC:
INN / MHH:

Ketorolac tromethamine / Ketopoaaka TpoMeTaMuH

Ketorolac / Keroponak

API manufacturer batch number /

) ) L H

Homep cepun nponzsoantens APC: A a2
FP Manufacturer API Batch number /
Homep cepHH cyOcTAHUMH IPOH3IBOXHTENS FERAOQ0458

API Manufactured by & country /
IIpousBogaTenns ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J1-p Peumn'c JTabopatopuc JIta., Munus

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

HanmenopaHHe, agpec, JTHUEH3HA LIS
IpoussoacTBennan njaomanka / Ilnomagka
| kouTpoas Kauecrsa / [lnomanka Bpinycka

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

JI-p Peyjunn’c JTabopatopuc Jlta., Unnus, IIponssoacTBeHHOE
nonpaszaenenre-6, Busui. Kxons, Hanarapx Poyn, bantu, JucTpHKT
Conan, X.I1., 173205, Uuaus (nuuenzus Homep MNB/05/263)

Remarks : The Product conforms to ND/

[Tpumenanue: [Ipoaykr cooTBetcTBYeT TpeGoBaHusaM HJT

Conclusion : APPROVED /
3aknrogenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar Iporepeno: Pawan Kumar Onobpero: Menemxep / Pyxosoaurenb
Maurya - Amitt Kumar L

Iy B, 4”___ PR
Reprint Date / Reprint Date / Reprint Date / ?
Iara; 29.10.2024 Mara: 29.10.2024 Mara: 29.10.2024 m
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Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJN3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T
Hpoaykr: Keropon” kcnpece (keropoaak) Tabaerkil, Ancneprupyessie B nojaoctu pra, 10 mr R
Market / Poinok :Russia / Poccus , 1S Ll o
Batch No / g Batch Quantity / . 3600000 tab /

Cepusn No el O61nem cepun " 3600000 Tab

Analytical Report No/ . 040002701424 _ Date of Analysis / - 29.10.2024
AnaguTHueckHif oryer Ne JlaTa aHasTH3a

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

Jara npoussoacrea T'omen o

Mig, License No. / .

ITpoussoacTBeHHAN : MNB/05/263 ML T Y : JINL-No(004669)~(PT -

Homep PY RU)
JTMneH3nA Ne
Analysis performed according ND: / Ananns nposeaex no HJI: JITI-Na(004669)-(PI'-RU)-190224

Page9of 9/ Crp.9u3 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».

3ak04eHHe 0 COOTBETCTBHM: «HacToAIMM s MOATBEpXAal0, YTO [PHBEAEHHAs BBIIIE HHGOPMAIIHS SABIIAETCS
JIOCTOBEPHOH M TOYHOK. DTa CepHsA MPOJYKUMH TPOM3BeleHa (BKUOYas YNAKOBKY (MapKHPOBKY) U KOHTPOJIb
Ka4yecTBa) Ha BBIMIEYKA3aHHOW NPOW3BOACTBEHHOM IUTomanke (IUIOM@NKax) B IOJHOM COOTBETCTBHH C
Tpe6oBanuamu IIpaBui Hamexalell MPOU3BOACTBEHHON MpakTHky EBpasmiickoro skoHoMHt4ecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeGoBaHMUAMH KOHTPOIIS Ka4eCTBa NeKapCTBEHHBIX CPE/ICTB,
a TaKKe B COOTBETCTBHH CO CTIENU(UKAIIUAMHU, CONEPAIIUMHUCS B PETHCTPALIMOHHOM J0Che CTPAHBI-UMIIOPTEpPA.
3anucH [0 NPOM3BOACTBY, YIIAKOBKE M aHANIM3Y ITPOBEPEHEL, U YCTAHOBIEHO HX COOTBETCTBUE TpeboBaHusm [Ipasui
HaUIeXaIei Npou3BOJACTBEHHON TPaKTHKH EBpa3zuiCKOro 3KOHOMHUYECKOTO COI03a).
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