Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (xeToponak) tabaerxn, ancneprupyemsie B nosocry pra, 10 mr

| Market / Prinox Russia / Pocenst
Batch No / : Batch Quantity / _ 3600000 tab /
Cepua Ne i U O6bem cepun * 3600000 Tab
Amnalytical Repog't No/ _ . 040002692604 Date of Analysis / . 19.10.2024
AHanuTHHecKHI oT4eT No JlaTa anannza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jara npomiBoacTBa I'ogeH go
Mfg. License No. / X o .
IIponsBoxcrBeHHAR : MINB/05/263 WA T ) : ALIERA(IRLE) S0

Homep PY RU)

aunensust Ne

Analysis performed according ND:

/ Anamiz nposegen mo H/T: JTI-Ne(004669)-(PT-RU)-190224

Page1of9/Crp. 1

139

tablets with "|" debossed on one
side. / Kpyrnele niockuse
TabneTku ¢ dackoi, CBETIO-
KEeJITOro 0BeTa C rPaBHPOBKOH
«» Ha OQHOMN CTOpOHE.

i:) Test / [ToxaszaTenw Results / PezyasTaTsl Specification / Hopma
1 Description / QOnucanue Light ycllow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrasie
mrockue Tabnerku ¢ ackol, ¢BCTIO-
AENTOr0 LBETA C rpaBHpoBKOH «I» Ha
OJHO cTOpOuE.

2 Identification / MaenTudurains

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / YO®-crekTpsl NODIOUICHUA
HCOBITYEMOTO pacTBopa M  pacTBopa
cTaHgaptTHoro  obpasua  KETopoJjaka
TPOMETaMHHA L[OJDKHbL UMeTh
MaKCHMYMbI TIpH OZHOI1 ¥ TOil ke [UTHHE
BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Mpumeuanue: [Ipoaykr cootseTcTRYeT TpeboBauusam HJT

Conclusion : APPROVED /
3akaeuenne: OJJOBPEHO

Hata: 19.10.2024

Jara: 19.10.2024

Prepared by / P Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana/ posepero: Santosh Kumar | Onobpeno: Mercxep / PykoBoOMTEND

P4 Maurya ( é Amit Kumar W
Reprint Date / g Reprint Date / Reprint Date / Y

Hara: 19.10.2024




Dr.Reddy’s ":'. » i - .

CERTIFICATE OF ANALYSIS 4 9BIGE 5600102
CEPTUHOHKAT AHAJTH3A ey

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon® Ixcnpece (keroponak) Tabierks, iucnepripyemsie B noaocTH pra, 10 mr = el
Market / Phnok :Russia / Poccus

Batch No / ; Batch Quantity / _ 3600000 tab /

Cepusi Ne Ly O6nem cepun " 3600000 Ta6
Analytical Repo:'t No/ . 040002692604 Date of Analysis / . 16.10.2024
ABanuru<eckai oruer Ne JlaTa aHaN3a

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

JlaTa npoM3BoACTBA T'open po

Mfg. License No. / ] e
ITpon3BoxCTBEHHAN : MNB/05/263 MA number: / DI

Homep PY RU)
aunenzua Ne

Analysis performed according ND: / Auanns mposegen no HJL: JT1-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp. 2 u3 9

No

N Test / ITokalaTens Results / Pe3yabTaTbi 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). / Bpema yaepxuBaHus
OCHOBHOFO MMKa Ha XpOMaTorpaMme
UCIILITYEMOTO pacTBopa HNOIDKHO
COOTBETCTBOBATh BPEMEHH YAEPXKUBaHUA
OCHOBHOIrO MHKa HAa XpOMAaTOrpamMMe
pacTBOpa CTaHAapTHOro obpasua
KeTopoJiaka  TpOMeTaMHMHa  (pasfen
«KONUMECTBEHHOE ONPEACTEHHEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: INpoaykr cooTseTcTBYET TpeboBaHnaM HII 3axmouenne: OMOBPEHO

Prepared by / " Checked by / Approved by: Manager/Executive /
IMonrorosneno: Pravesh Rana // Iposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosonurens
¢ Maurya Amit Kumar ;/ .

P

Reprint Date / Reprint Date / Reprint Date /
Jara: 19.10.2024 Hara: 19.10.2024 Jarta: 19.10.2024




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTHA3A

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

Hpoayxr: Keropoa® Ixcnpece (keToponak) Ta6AeTKH, AHCHEPTHPYEMbIE B IOJIOCTH PTA, 10 mr

Market / Prisiok Russia / Poccus

Batch No / y Batch Quantity / 3600000 tab /
Cepus Ne B2k O6nLem cepHH " 3600000 Tab
Analytical Report No / - 040002692604 Date of Analysis / - 19.10.2024
Auagurndecknif oTuer Ne Jlara aHann3a

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2026
Jara nposmisoacrsa I'oaen no

Mfg. License No. /

IIpon3BoacTBENHAN : MNB/05/263 Rl mrher : JILI-Ne(004669)-(PT -

. Homep PY RU)
JHOen3nsa Ne

Analysis performed according ND:

/ Anannz nposeaen no HIL: JITI-Ne(004669)-(PI'-RU)-190224

Page3 of9/Crp.3 m3 9

NN“o Test / [Tokazareb Results / PesyabTarTb Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuncuoporcuanuzon butylhydroxyanisole and 3-

butythydroxyanisole 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

conlent" section). / BpemecHa
YUCPXKHBaAlUA MHKOB
2-6yTUATHIPOKCHAHH301 H
3-6yTHArHAPOKCHAHN30/A Ha

XpoOMaTorpaMMe HCOLITYCMOTO pacTBOopa

JO/KHBL  COOTBETCTBOBATb  BpEMeElaM
yOepKiBaHUS ITHKOB
2-6yTHArHAPOKCHAHN30N1a H
3-6yTUNArMAPOKCHAHH30Ia Ha

XPOMITOTPAMME PACTBOPA CTALMAPTHOLR
OGN QY IMITHAPURCHARK3WIE (pasien
«Copnepxatue
6yTHATHAPOKCHAHN30J1AR).

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

[Ipameyanue: [IpoaykT cooTBETCTBYET Tpeboanuam HIT 3axarovenne: OJOBPEHO

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

TMoarorosnexo: Pravesh Rana// [Iposepeno: Santosh Kumar | Omobpeno: Meunemiep / Pwonuwnb
. / Maurya { Amit Kumar P"’A g

Reprint Date / . Reprint Date / Reprint Date / )

Hara: 19.10.2024 Hara: 19.10.2024 Hara: 19.10.2024

—




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxr: Keropon® Dkenpecc (xeroponax) raGierky, ANCHEPrupyemMbie B 0010CTH pra, 10 mr

Market / Prigok :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepun Ne AL UE OGneM cepru " 3600000 126

Analytical RepoE't No/ . 040002692604 Date of Analysis / . 19.10.2024

Anaanrndecknii oTyer Ne JlaTa anannsa

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

Jara npoM3BoacTBa Toocu o )

Mig. License No. / . .

IpousroxcTBEHHAS . MNB/05/263 LG, T e
Homep PY RU)

JHuen3usn Ne : -

Analysis performed according ND: / Ananus nposegen no HJT: JITI-Ne(004669)-(PT-RU)-190224

Paged of 9/ Crp.4m3 9

|
I}f Test / [TokasaTensn Results / Pe3yabTaThl Specification / Hopma . |
3 Average weight / Cpeansst 69.1 mg/69.1 mr 672 mg to 72.8 mg (70.0 mg £+ 4.0 %). /
Macea . Ot 67,2 Mr o 72,8 mr (70,0 mr = 4,0 %).
Complies / CooTBCTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OanopoaHoCTE Macehl 2/20 tablets - not more than * 20 %. /
18/20 Tabaerok — He OGonce £ 10 %;
2/20 Tabnetok — He Honce = 20 %.
4 Disintegration time / 0 min 35 sec / 0 mur 35 cek Not more than 3 min. / He 6onee 3 mun,
PacnagaemocTtb
5 Dissolution / PacTeopenne Unit-1/ Taba-1 100 % Not less than 75% (Q) of
: CisHiaNO3+CsH 1 NOs (ketorolac
5 = 0,
Unit-2/ Ta6s-2 102 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6a-3 101% | 75% (Q)  CisHiNOs*CsHiINOs
. (keroponaka TpOMeTaMHH) 4epe3 15 MuH.
Unit-4 / TaGn-4 100 %
TInit-9 / Tatn-3 101 %
Unit-6 / Tabn-6 102 %

Remarks : The Product conforms to ND/
IIpumeuanue: TponykT cooTBetcTBYeT Tpeboanuam HJT

Conclusion : APPROVED /
3aknrouenne: OJJOBPEHO

Huiy: 19.10.2024

Juu, 19.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneno: Pravesh Rana ;1 [Tposepeno: Sarntosl mar | Onobpeno: Meremkep / Pykoonnrens
,/ Maurya Amit Kumar P
:f’l P\f' -
Reprint Date / Reprint Date / Reprint Date / '

Juiu. 19.10.2024




Dr.Reddy’s ‘g’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|Opoaykr: Keropoa®™ Dxrenpecc (keroponax) Tabaerki, AHCOEPIHPYEMEIE B 110J0CTH p'm, 10 mr

Market / Prnox :Russia / Poccys

Batch No / . Batch Quantity / . 3600000 tab /

Cepnst Ne V2402073 O61em cepun " 3600000 Tab

Analytical Report No / . 040002692604 LG 4 vl T B )

ABajinTadecknii oTuer Ne JaTa apaanza

Date of M anufacture / . 09/2024 Date of Expiry / . 08/2026

Hara npomssogcTia Tomen xo

Mfg. License No. / L b (PT.

TIpouszsogersennas : MNB/05/263 MA TElaEy ; ATEREA R S
. Homep PY RU)

Jmensna Ne =1

Analysis performed according ND: / Ananus nposegen no HI: JITI-Ne(004669)-(PT-R1))-190224

]

Page50f9/Crp.Sm 9

l;“o Test / [Mokasarean Results / Pe3yiibraTst Specification / Hopma
6 | Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
AucnepcHocTb 710 pm sieve is formed. / OBpazyercsa
OAHOPOAMAS CYCOEH3UsA, NPOXOAAIEs
CKBO3L CHTO C pasMEpoM OTBEPCTIi
710 MKM.
7 Impurities / ITpumecn
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: / / Hmxe npenena
1-ruapokcHaHanor KONW4eCTBEHHOrO OlpelefeHHs
KeToposiaka (TTKO = 0.0032 %)
1-keto analog of ketorolac / not morc than 0.8 %; / He Bonce 0,8 %,
1-KeTOaHAI0I KETOpOJIaKa 0.07%
unidentified impurity / not more than 0.5 %: / He donee 0,5 %;
CAMHHYHAS 0.01%
HeHOEeHTHMIIIpOBAHHAS
npHMecs
total impuritics / 0.1% % not morc than 1.0 %. / 11e 6onee 1,0 %.
LYMMY NpHMCeei
8 Water content / 2.9% Not morc than 7.0 %. /
CopepicaHiie BOabI He 6Gonee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanwe; IIpoaykT coorBeTcTBYET Tpebosanuam HJ| 3axnouenne: OTOBPEHO
Prepared by / Checked by / Approved by; Manager/Executive /
1 =
onroropneno: Pravesh Rana// ITposepeno: SantoshKumar | Oaobpero: Menemxep / PykoBoautens
A Maurya E Amit Kumar A\
o~ /\"'( e
Reprint Date / Reprint Date / Reprint Date / :
JHara: 19.10.2024 Hara: 19.10.2024 Hara: 19.10.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIM3A

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

Hpoaykr: Keropon® Dxenpece (keTopoaax) Tabierkn, AHCHEPrupyeMbIc B M0J0CTH pTa, 10 mr —

Market / Prigok :Russia / Poccus

Batch No / : Batch Quantity / . 3600000 tab /

Cepua Ne VB O6nem cepnn 3600000 Tab

Analytical Repn“rt No/ . 040002692604 Date of Analysis / . 19102024

AnannTudeckuii oryer No JlaTa anannsa A

Date of M anufacture / . 09/2024 Datc of Expiry / . 08/2026

JlaTa mpos3BoACTBA T'oacn mo

Mig. License No. / . o N

IIponzsomcrBensias : MNB/05/263 MRS IOl 973 : QIS
Homep PY RU)

Jmanen3nn Ne

Analysis performed according ND: / Auasnns nposenen no HJI: JOI-Ne(004669)~-(PT-RU)-190224 |

Page 6 of 9/ Crp. 6 3 9

No

Test / Tloxazarens
Ne

Results / PeaynbTatnt

Specification / Hopma F

9 Residual solvents / OcraroyHble opraiiyecKie pacTBOPNTENH

1sopropyl alcohiol /
Hzonponadon

10 pg/tab/
10 MKr 8 Tabnerke

Not more than 350 ug/tab. /
He 6onee 350 mkr 8B TabneTke.

10 | Microbiological purity*/ MuxpoGuonornyeckas yucrora®

OnropoaHOCTh
JO3UPOBAHHBIX €XHHHI

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / obee aucio He Gosiee 103 KOE/r;
a3pO0HBIX MHKPO-
OpraHH3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o61iee 9ucno He 6ostee 102 KOE/r;
APOXOKEBBIX H NIIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTCTBIIE B 1 T
11 Uniformity of dosage units / 74 Acceptance value (4V) not more than

15.0 Ilokazatens npuemaemoctu (AV)
JomKeH buITE He bonee 15U,

Remarks : The Product conforms to ND/
IIpumedanue: [TpoaykT cooTBeTcTBYET TpeboBaHHam HJT

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Prepared by / ! Checked by /
[oaroropnewro: Pravesh Ran],/r’ Ipogepeno: Santosh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosonurenb

g . L—
J Maurya Amit Kumar /\_(:/
Reprint Date / Reprint Date / Reprint Date /
Jaral 19.10.2024 Jara: 19.10.2024 Jaa: 19.10.2024




[ 1)
. ? ]
Dr.Reddy’s ‘,‘
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Kevopon® Ixenpece (keroposak) TabaeTkH, AHCHEPIiipyeMble B TON0CTH PTa, 10 mr

Market / Pusox :Russia / Poccus
Batch No / Batch Quantity / 3600000 tab /

N ¥2) .
Cepna Ne R O61em ceprn ' 3600000 Tab
Analytical Rep031 No/ . 040002692604 Date of Analysis / . 19.10.2024
AHanmurHdeckuii oTuer No Hara auannsza
Date of M anufacture / . 09/2024 Date of Expiry / . 08/2026
Hara npoe3BOACTEA Togen g0 |
Mifg. License No. / . . v =
IponssBoxcrsennan : MNB/05/263 BALAS IV SR A TR R RS TAIG

Homep PY RU)

JnueHsus Ne =

Analysis performed according ND: / Auanns nporenen mo HJI: JIT-Ne(004669)-(PT-RU)-190224
Page 70f9/Crp. 7u3 9

I;.:) Test / Moka3aTens Results / PesynkTathi Specification / Hopma ]
12 | Assay/ KoauuecTBeRrnoe 9.9 mg/9.9 mc From 9.0mg 1o 11.0mg of
onpeaeaeHue (99.2 %) CsH13NO3*C4H;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 Mr CisH13NOxCsH11NO3
(kéToponaka TpomeTaMmiH) (o7 90,0 m1o
110,0 % OT 34ABJEHHOI0 KOJTHUECTBa) B
TabrneTke.
13 Butylhydroxyanisole 0.0906 mg/tab / Not less than 0.042 mg/tab. /
content / Cogepxanue 0.0906 mr° B rabnerke He menee 0,042 mr B TabneTke.
OYTUArHAPOKCHAIIHN30. 1A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHKe YNIAaKOBKIL (PA/AL/PE with | desiccant/HDPL) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / TTo 10 Tabnerok B
information leaflet in a carton | Oancrepe u3 (TTA/ATIVTID S
pack. / Ilo 10 Tabnetox B | Bnaronornoturenem/[I3BIT) doneru //
6nuctepe 3 ([A/AJI/IID c | (IT3/AJI) donsru. 1o 1 unk 2 6ancrepa
snaronornoTHTenem/[I3BIT) BMECTE C NMCTKOM-BKJABIILIEM B NauKy
donsru /[ (IID/AJT) donsry. [Io | KapTOHHYIO.
2 6nucTepa BMecTe ¢ JIMCTKOM-
BKJTJIBIIEM B TlauKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion ; APPROVED /
IIpumeyanue: IlponykT cooTBeTCTBYET Tpebosanram HJT 3axmwucane: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exccutive /
Moarorosnedo: Pravesh Ra? Iporepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosonurens
Y Maurya ' Amit Kumar a
1. 2 | [ s=
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.10.2024 Hara: 19.10.2024 Hata: 19.10.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJITH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg R
ITpoayxr: Keropoa® Sxcnpece (keTopoaax) Tadserxs, AucneprapyemMble B MoJ10CTH pTa, 10 mr il
Market / Poisox :Russia / Poccus

Batch No / ] Batch Quantity / ~ 3600000 tab /

Cepusi No L V2202003 O6nem cepun " 3600000 Tab
Analytical Repourt No/ . 040002692604 Date of Analysis / . 19102024
AHaauTulecknii oTuer No JlaTa anaJjm3a S

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

JIaTa npoM3BOACTBA Copen xo

Mifg. License No. / .

ITpouzBomcTBEHHAST : MNB/05/263 MA. number: / 8 IDIEREIE LIS RES

Homep PY RU)
JHnenzus Ne
Analysis performed according ND: / Anaans nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224 . |

Page 8 of 9/ CTp. 8B H3 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 BBIMYCKE JIEKAPCTBEHHOrC NPENapaTa KOKTPOJIh KadecTha no nokasaTenio «MuUKpoOHOIOrHYecKast
YHCTOTA» MPOBOAMTCS s KAXH0i# 20-011 ceprin, WK LTS 0HOH CEPHH B rofl, B 3aBUCKMOCTH OT TOTO, 4TO

HACTYIIMT pasbIUe.

| API name / HanmenoBanne A®C:

Ketorolac tromethamine / Keroponaka TpoMeTamuH

| INN / MHH:

Ketorolac / Ketopomgak

| API manufacturer batch number /
Homep cepnn nponzsoautens APC:

ABRHO004779

FP Manufacturer AP1 Batch number /
Homep cepus cy6cTaHIHH NPOH3BOAHTENS
TP:

FERA00300

API Manufactured by & country /
ITpon3oanTens ADC, crpana;

Dr. Reddy's Laboratories Ltd., India /
H-p Penau'c JlaGoparopuc Jltn., Mupus

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

HanMenoBaHHe, agpec, JHICH3IHS As
IlponsBoAcTBEHHAN NowAAKA / Jlnowanka
KOHMTPOJIA kayectra / Ilmomaaka Beinycka

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

MNB/05/263) /

H-p Penaw’c Jlabopatopuc JIta., Uinaus, IIponsBoaAcTBEHHOS
noapasaeneune-6, Bumn. Kxons, Hanarapx Poyn, bagau, JlucTpHkr
Conan, X.I1., 173205, Uunus (nuuensus somep MNB/05/263)

Remarks : The Product conforms to NID/
[Tpumeyadue: [Iponykr coorseTcTyeT TpeGosanuam HI

Conclusion : APPROVED /
Zaxkawuenue: OJOBPEHO

Prepared by / ) Checked by /
Iloarorosneno: Pravesh Rana / '

// Maurya @-__

Hposepeuno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menenxep / Pykosoanrens

M P
Amit Kumar /\(‘\ =

-

Reprint Date /
Hara: 19.10.2024

Reprint Date /
JaTa: 19.10.2024

Reprint Date /
Jlata: 19.10.2024




Dr.Reddy’s Q’.’-

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

ITponyxr: Keropon® Jxcnpece (keropoaak) TabieTky, AHCHEPrupyembie B MOJIOCTH P14, 10 mr
Market / Poisiox :Russia / Poceus

Batch No / e Batch Quantity / _ 3600000 tab /
Cepun Ne DLE Q0beM cepiH " 3600000 Tab =
Analytical Repo:'t No / . 040002692604 Date of Analysis / . 19.10.2024
AuaguTiecknii otuer No JlaTa aganrnza

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

Jara npoMIBoCcTEA TI'open o

Mfg. License No. / ] .
IIponzBoJcTBEHHAA : MNB/05/263 MA mumber: / ' LAC0046E2) - T

Homep PY RU)
anuensns Ne .
Analysis performed according ND: / Anasns nposeen no HII: JII-Ne(004669)-(PT-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».

3aKJ/I0ucHHE 0 cooTBeTCTBHH: «HACTOAIMEM 5 MOATBEPAAAIO, YTO NPUBECHHAS BbIIE HHGHOPMAIMS ABIIAETCA
JOCTOBEPHOH M TOUHON. DTa CepHs NPORYKIHMH IIPOM3BE/EHa (BKIIOYas YNaKOBKY (MapKHpOBKY) M KOHTDONb
KauecTBa) Ha BBINEYKA3AHHOM NPOW3BOACTBCHHOH IUIOmIanKe (IWIOWIAAkax) B MOIHOM COOTBETCTBMH C
Tpebopanmsamu IIpaBri HaJUlexalei IPOM3BOACTBEHHOH NPaKTHKA EBpasuiiCKoro 9KOHOMUHECKOTO COro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeOGoBaHUAMH KOHTPOJIA KaYeCTBA JIEKAPCTBEHHBIX CPEJICTB,
a TAaKXe B COOTBETCTBHH CO CIENHGUKALMIAMYE, COAEPAAIIMMHUCS B PETUCTPAIIHOHHOM AOChE CTPAHBI-MMIIOPTEpPa.
3aIHCH 110 IPOU3BOJCTBY, YNIAKOBKE U AHAJIM3Y NPOBEPEHE], U YCTAHOBJICHO KX COOTBETCTBHUE tpeboBanuaM IIpaBun
Hajule)Kamei MPOW3BOICTBEHHON MPAKTHKH EBPasHiCKOro 3KOHOMHYECKOTO COK03ay.
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