Dr.Reddy’s "&.'.

CERTIFICATE OF ANALYSIS

CEPTUD®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToposrak) Tabierku, AHcneprupyemblie B MoJ0CcTH pTa, 10 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab /

Cepns Ne al O6Bem cepun " 3600000 Tab

Analytical Report No / . 040002760944 Date of Analysis / . 24.12.2024

AHajMTHyeckHni oTuyeT No JlaTa anaan3a

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

JaTta nponsBoacTBa Logen g0

Mfg. License No. / .

IIponsBoacTBeHHAs : MNB/05/263 MA number: / : JII-N2(004669)-(PI-
Homep PY RU)

JHLeHzRA No

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

Page10of9/Crp. 1139

No
Ne

Test / HokazaTenn

Results / Peaynbrarsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on. one
side. / Kpyrasie rmockne
TabneTiy ¢ packoit, cacTiIo-
JKEJITOro UBeTa C rpaBUpPOBKO
«I» Ha 0HOM CTOpPOHE.

Light yellow round flat bevcled tablets
with "|" debossed on one side. / Kpyrnle
nmockue TabneTky ¢ dackofi, CBeTN0-
KCJITOTLO [IBCTA € TpaBHpoDKoH «l» 1
0lBOM CTOPOHE,

2 Identification / l/luemwplmahun

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 21nm). / Y®-cnekTpsl MOINOILCHHA
MCTILITYEMOrO  pacTBOpa MW pacTBOpa
CTaHmapTHOro  obpasila  KETOpoOfakKa
TPOMETAMHHA IOO/DKHB UMETH
MAKCUMYMbI PR O/\HOM K TOH ke IUTHHE
BOJHBI (+ 2 HM).

Remarks : The Product conforms to ND/
TIpumeyanue: ITpomyxT cooTBeTcTBYET Tpeborauuam H]T

Conclusion : APPROVED /
3akarouenue: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrorosneno: Pravesh Rana _/ Iposepeno: Santosh Kumar | Oxobpeno: Menemxep / PykosoauTens
¢y | Maurya Amit Kumar /\r L
25 T g
Reprint Date / Reprint Date / Reprint Date /
IaTa: 24.12.2024 Jlata: 24.12.2024 JlaTa: 24.12.2024




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

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

Ipoayxr: Keropon® Dreupece (KeTopoiak) Tabierki, ANCHEPrHpPYeMbIe B MOJI0CTH PTa, 10 mr

Market / PoIHOK :Russia / Poceus.

Batch No / . Batch Quantity / _ 3600000 tab /

Cepnsi Ne Ta O61Lem cepun " 3600000 Tab

Analytical Repourt No/ . 040002760944 Date of Analysis / . 2412.2024

AHaantwyeckuii oTyer Ne Jara anagnsa

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

JaTa npoH3BOACTRA - T'ogen no

Mfg. License No. /

IIpon3soacrBeHHas : MNB/05/263 e L : DRSS
HoMmep PY RU)

JauneH3ng Ne s

Analysis performed according ND: / Anamus nposeaen no HJI: JII-N2(004669)-(PT-RU)-190224

Page2 of 9/Crp. 2 u3 9

No

No Test / MokasaTens

Results / PesynasTaThi

Specification / Hopma

Complics / CooTreTCTBYET

The retention time of the main peak on the
cliromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay scction). / Bpemsa ynepxuBaHus
OCHOBHOr0 MHKa Ha XpoMarorpamme
UCTIbITYEMOrO pacTBopa OOJIKHO
COOTBETCTBOBATH BPEMEHH YIEPKHBAHUA
OCHOBHOI'C [IHKa Ha XpOoMarorpamme
pacTBopa CTaHAapTHOTC obpa3la
KeTopoNnaka  TpoMmeTaMuHa  (pasaen
«KommecTBeHHOE ONpeeneHen).

Remarks : The Product conforms to ND/
IMpumeuanue: INpomykt cootsercTayet 1pebosanunam HJI

Conclusion : APPROVED /
Jaxmogenue: OJOBPEHO

Prepared by / .
Iloprorosneno: Pravesh Rana f

Checked by /
Ilpoepeno: Santosh Kumar

Maurya &

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosogutens
Amit Kumar ey

poss

Reprint Date /
Ilata: 24.12.2024

Reprint Date /
Hara: 24.12.2024

L]

Reprint Date /
Hara: 24.12.2024




Dr.Reddy’s “!"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3ZA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dxcenpece (keToponak) TabjieTki, ANCHeprupyeMsie B HOJI0CTH PT4, 10 mr

| Analysis performed according ND:

Market / Prinox :Russia / Poccus
Batch No/ : Batch Quantity / 3600000 tab /
Cepus Ne B O6bem cepun " 3600000 T2b6
Amnalytical Repo\f‘t No/ + 040002760944 Date of Analysis / . 94.12.2024
AHayuTHYecKHH 0THeT No Hara ananuiza
gate of Manufacture / - 11/2024 Date of Expiry / . 10/2026
aTa npoM3BOACTBA Toaen 10
Mfg. License No. /
ITponsBogcTBeHHAs : MNB/05/263 MA nm_nl_)gr. / ; JIIT-Ne(004669)-(PT-
Homep PY RU)
aunensnn Ne

/ Anajin3 MpoBeeH Mo H,IIT.-IHI—NQ_ENEGEE)-{PF—RU}-190224

Page3of9/Crp.3u3 9

No

N Test / IlokasaTenb
]

Results / PeadynbTaThl

Specification / Hopma

Butylhydroxyanisole /
Dymuneudpoxcuanuson

Complies / CooTBeTcTRYET

The retention times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromalogram 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). / BpemeHa
yAepPXKHBAHAS TIMKOB
2-6yTunruapoKkcuanusona H
3-6yTHArHAPOKCHAHNU3OMA Ha

XpoMaTorpaMMe HCILITYEMOro pacTeopa
TATHHR  CONTRETGTRORATE  BREMEHAM

YAEPXUBAHH MYKOB
2-6yTanrunpoKcHaHu3ona  %¢
3-6yTWIrHAPOKCHaHH30Na Ha

XPOMaTOrpaMMc pacTeOpa CTAHNAPTHOTO
obpasua GyTunruapoKkcHann3ona (pasnen
«ConepxaHue

6y THITHAPOKCHAHU307a»).

Remarks : The Product conforms to

ITpumeuanue: IIpoayKT COOTBETCTBYET TPEOOBAHMAM HI

ND/

Conclusion : APPROVED /
3armouenne: OJOBPEHO

Prepared by /
IMoarororneno: Pravesh Rana

Checked by /
Ilposepeno: Santosh Kumar
Maurya ;

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykoBoauresb

Amit Kumar /\/ %«

Reprint Date /
Hara: 24.12.2024

Reprint Date /
Hara: 24.12.2024

Reprint Date /
Hara: 24.12.2024




Dr.Reddy’s ‘%.“

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® DKkcnpece (KeTopoak) TA6I€TKH, AucHeprupyeMbie B I0I0CTH pTa, 10 Mr

Market / PeiHok :Russia / Poccus
Batch No / . Batch Quantity / . 3600000 tab /
Cepnsa Ne REETES O6mem cepun " 3600000 Tab
Analytical cho“rt No/ . 040002760944 Date of Analysis / - 24.12.2024
AHaanTHyecKH#H 0T9eT Ne Jdata anaiusa all
Date of Manufacture / - 11/2024 Datg of Expiry / . 10/2026
JlaTa npou3BoACTBA T'onen no
Mfg. License No. / ! .
IponzBoacTeeHHAsS : MNB/05/263 Bl Ll e
Homep PY RU)
JanneH3nA Ne : =)

Analysis performed according ND: / Auamans nposeaen no HII: JITT-Ne(004669)-(PT-RU)-1 90224 |

Page40f9/Crp. 41m39

No

Specification / Hopma

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). / |
Ot 67;2 Mr 1o 72,8 mr (70,0 mr =+ 4,0 %).

2/20 tablets - not more than * 20 %.

2/20 Tabnetox — He Gonee = 20 %.

18/20 tablets - not more than + 10 %;

/

18/20 Tabnetox — uWe Oosee = 10 %;

PacnagaemocTs

e Test / [loxazaTent Results / PesyabTaTs!

3 Average weight / Cpennss 69.3 mg/69.3 mr
i Complies / CooTBeTCTBYET
Uniformity of weight /

OAHOPOAHOCTL MaCChI
4 Disintegration time / 00 min 51 sec / 00 MuH 51 cek

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

5 Dissolution / PacTeopenue Unit-1 / Tabn-1 100 % Not less than 75% (Q) of
- C1sH13NO3°C4H 1 NO; (ketorolac
U2 M 97% tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 97 % 75 % Q) C1sH(3sNOz*CsH | NO;
) - (keToponaka TPOMETaMHH) HepPE3 15 MUH.
Unit-4 / Tabn-4 94 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 97 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

TTpumeyanue: IIpoaykT cooTBETCTBYET Tpebosaumsm HIT -

Zaxmouenne: OJJOBPEHO

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

IloproTorneHo: Pravesh Rana, Tposepewo: Sanlosh Kumar | Opobpero: Menepxkep / Pykoeonuresib
Maurya Amit Kumar [& -

Reprint Date / Reprint Date / Reprint Date / *

Hara: 24.12.2024 Jara: 24.12.2024 Jara: 24.12.2024

'n?




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Market / Peigox :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepug Ne VI O6bem cepin " 3600000 Tab
Amnalytical Repo“rt No/ . 040002760944 Date of Apalysis / . 24.12.2024
AHantuTHYecKHi oT4yeT No Jara aHasu3a

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

JaTa npousBoAcTBa T'oxen g0

Mfg. License No. /

Hponssoacrbennasn : MNB/05/263 WG il g e R

Hontep PY RU)
JIMNEH3HA Ne =

Analysis performed according ND: / ARaJn3 npoBeaeH no I-fI{: JIIT-N2(004669)-(PT'-RU)-190224

PageSof9/Crp.5m39

Results / PesynbTaThl

Specification / Hopma

bl Test / oxazatens
Ne
6 Particle size distribution /

JMcnepcHocTb

Complies / CootBeTcTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pazyercs
OOHOPOAHAR CYCHEH3UA, MPOXOMALIAS
CKBO3b CHTO C pa3MepoM OTBEpCTAid
710 MM,

7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
l-ruppokcyananor
KeToponaka

Below LOQ (LOQ = 0.0032 %) /
Huse 1penena xoJan4ecTsenoro
onpeacnenna (ITKO = 0.0032 %)

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

1-keto analog of ketorolac /
1-keToaHanor KeTOpOIaka

0.07%

not more than 0.8 %; / ue 6osee 0,8 %;

unidentilied impurity /
€IUHIYHAA
HeumeHTUGUIHpOBaHHas
LpHMELDH

0.02%

uot wwie than 0.5 %; / He Gonee 0,5 %;

total impurities /
cymMMa npuMeceii

0.1%

not more than 1.0 %. / He 6onee 1,0 %.

8 Water content /
ConepxaHHe BOAbI

20%

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

Remarks : The Product conforms to ND/
[Ipumeranue: [lpoaykT cooTeeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OOBPEHO

| Maurya

Prepared by / | Checked by /
Ioarororneno: Pravesh Rana 4

Ilposepero: Sarntosh ;’umar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogHTENb
Amit Kumar Sl

e /

Reprint Date /
Harta: 24.12.2024

Reprint Date /
JlaTta: 24.12.2024

Reprint Date /
Hara: 24.12.2024




Dr.Reddy’s “5.‘.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJTA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Ixcnpecc (keroponax) TabaeTKH, AHCICPrHpYeMble B MOJIOCTH pTa, 10 Mr |

Market / Petnok ‘Russia / Poccus = a1

Batch No / . V2402643 Batch Quantity / : 3600000 tab /

Cepus No O6nem cepin 3600000 Tab

Anmnalytical Repo:‘t No/ - 040002760944 Date of Analysis / . 24.12.2024

AdanuTHyeckHii oTuer Ne Jdata anaan3za

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

Jata nponssoncrea I'open po

Mfg. License No. / ] o

IpousroacTEeHHan : MNB/05/263 BALA DGR AelL ) S
Homep PY RU)

JHuen3us Ne

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

Page 60of 9/ Crp. 6 n3 9

No
Ne

Test / ITokazaTens

Results / PesynbtaTsl

Specification / Hopma ]

9 Residual solvents / QOcTaTouHbIC OPraHHILCKUE PACTBOPHTETH

Uzonpomnanon

Isopropyl alcohol /

04 pg/tab/
04 MKr B TabneTke

Not more than 350 pg/tab. /
He 6onee 350 Mkr B Tabierke.

10 | Microbiological purity*/ MukpoGuosoriyeckas yucrora*

not morc than 10* CFU/g; /

OnHopoaHocTh
H03MPOBAHHBIX €AHHHIL

Total Acrobic Microbial
Count / obLiee 9Hcio NA He 6onee 10° KOE/T;
a3p0OHBIX MHKPO- -
OpraHH3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / ob1iee uucno NA e 6onee 10> KOE/r;
IPOXOKEBRBIX U TUIECHEBLIX \
- rpubor
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T
11 Uniformity of dosage units / 6.6 Acceptance value (4¥) not more than

15.0 Tlokazatens npuemiieMocTH (AV)
nomxked GniTh He Gonee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTBeTCTBYET TpEOOBanram HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: Pravesh Rana'e// Iposepeno: SantoshKumar | Onobpeno: Menemiep / Pykosoautens
Maurya : Amit Kumar R
/. @ P" N
Reprint Date/ Reprint Date / Reprint Date /
JlaTa: 24.12.2024 JHara: 24.12.2024 JlaTa: 24.12.2024




P
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHATHA3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropoa® Sxenpece (keroponak) Tabaerxu, Aucneprupyempic B nojaocti pra, 10 mr

Market / Prinox :Russia / Pocens

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne - V?_‘%_()2643 OGBbem cepnu " 3600000 Tab

Analytical Report No / . 040002760944 Date of Analysis / . 24.12.2024

Amanurugecknii oruer No Hdara anajan3a

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

JlaTa npon3BOACTBA Tonen go

Mfg. License No. / ; o - :

IpousgogcTBEHHAS : MNB/05/263 MA number: / AL H L
Homep PY RU)

Juen3nd Ne 5

Analysis performed according ND: / Anaans npoeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 7 of 9/ Crp. 7m3 9

No

Ne Test / [loka3zaTenb

Results / PesyabTarel

Specification / Hopma

12 Assay / KonudecrBeHHoe
onpeaelieHne

99 mg/9.9mr
(99.2 %)

From 9.0mg to 11.0 mg

C5H13NO3+C4H, INO3

of

(ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no

11,0 mr

CisH1aNO3°CqH ) NO3

(keToponaka TpoMeramuH) (ot 90,0 mo
110,0 % oT 3asBJICHHOrO KONMyecTea) B

TadJeTKe,

13 | Butylhydroxyanisole
content / Copepxanue
6YTHArMIPOKCHAHM30,2

0.0973 mg/tab /
0.0973 mr B Tabnetke

Not less than 0.042 mg/tab. /
He menee 0,042 uMr B TaBnerke.

14 | Package description /
Onucanve ynakoBxKu

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. /S TIu 10 1dGiciun B
Gmucrepe w3 (TIA/ATITID ¢
snaronoryoratenem/I[19BI1)
donsrn // (IIS/AJT) donbrin. To
2 GaHcTEpa BMECTE C JIACTKOM-
BKJIAZIILIEM B nayky
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information lcatlct
in a carton pack. / [lo 10 Tabnetox B

6nuctepe m - ([TA/AIMS

c

siraronuraotniene/TIODID)  donbin S
(MI3/AJT) doneri. o 1 nun 2 Grsctepa
BMECTE C JIMCTKOM-BKJIAZBIIIEM B ITauKy

KapTOHHYHO.

Remarks : The Product conforms to ND/

[Tpumeuanue: Iponykr cootsetcTByeT Tpebopanuam HIT

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloaroroeneno: Pravesh Rana Nposepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoautens
¢ Maurya @7 Amit Kumar /\ L&
-\ "A‘/,- -
Reprint Date / Reprint Date / Reprint Date/  *
JlaTta: 24.12.2024 Jara: 24.12.2024 Jara: 24.12.2024

= S




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Ketorol Express_(ketalac) Orally Disintegrating Tablets 10 mg = =L
TIpoaykr: Keropoa® Ixcnpece (keToposrak) rabierss, IHcneprupyemsie B NoI0cTH pra, 10 mr

Market / Puinok :Russia / Poccus y

Batch No / _ Batch Quantity / _ 3600000 tab/ _

Cepusi Ne V20 O6Bem cepHn " 3600000 Tab

AL G DN . 040002760944 Date of Analysis/ . 5, 15 5074

AnanutHyeckuii oruer No JlaTa anaanza

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

Jara npousBoacTBa Tonen oo

Mfg. License No. /

IpoussoncTeenias : MNB/05/263 MA number:/ - JIII-N2(004669)- (P

; Homep PY RU)

Junensus Ne o

| Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 8 13 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 BLITYCKe JICKAPCTBEHHOTO MpenapaTa KOHTPOIb KayecTBa Mo nokasateno «Mukpobuoaornueckasn

‘THCTOTA) NMPODOAMTCS JJIST kAol 20-oii CCPHH, HAH ,lfﬂﬂ oaisoH CCpHH B I'01, B 3aBHCHMOCTH OT TOr0, 4TO
HACTYITNT paHbile.

API name / Hanmenopanne AQC: Ketorolac tromethamine / KeToponaka TpoMeTaMuH
INN / MHH: Ketorolac / Keroposak

| APY manufacturer batch number / - - ABRH007886
Homep cepun nponssoaurens APC:
FP Manufacturer API Batch number /
Homep cepwn cyGCTaHIHU TPOH3BOXHTEIN FERA00521
TJId:
API Manufactured by & country / . Dr. Reddy's Laboratories Ltd.; India /
IIponseoautens APC, cTpana: J-p Penau'c Jlaboparopuc JIta., HHaua
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 / MNIB/05/263) /
HanmeHoBaHHe, anpec, JHUEHIHA 15 J-p Pernw’c JlaGoparvopwe JTrn., Uuua, TIponisnncTreHHOe
IIpouseoacTBeHHan niomwaaka / Ilnomanka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bamnu, Jucrpukr
KoHTpoJ s kadecrsa / Ilomagka spinycka Conan, X.I1., 173205, Unaus (muuedsus Homep MNB/05/263)

Declaration of certification: «l hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanne: IIpoaykT cooTBeTcTBYET Tpebosanuam HJ Bakawyenune: OJJOBPEHO
Checked by / Approved by: Manager/Executive /

Prepared by /
lloarorosneno: Pravesh Rana | lIposepeno: Sagtosh Kumar | Onobpeno: Menemxep / Pyxosoautens
Maurya g‘ ’ Amit Kumar /\ L

A}

—

Reprint Date / Reprint Date / Reprint Date /
Jara: 24.12.2024 Hara: 24.12.2024 - Jara: 24.12.2024

—




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJTTHU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Iponykr: Keropon® Sxenpece (keroposax) TafmeTks, ANCIeprupyeMsie B 0oJ0cTH pra, 10 mr
Market /Peiiok  :Russia/ Poccus
Batch No / ‘ ‘ ‘ Batch Quantity / 3600000 tab /
Cepus Ne e O6beM cepint " 3600000 Tab
e B LT : 040002760944 e GAE U S B 0 1
Ananuruyeckuii oruer No Jarta ananusa N
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npousBoAcTBA I'open 1o
Mfg. License No. / . .
IponseoacTBedHAS 1 MNB/05/263 MA number: / ‘ JITI-N2(004669)-(PT -
Homep PY RU)
NHueH3HA No U~ Tl B -
Analysis performed according ND: / Auanns nposegen mo HIL: JITI-No(004669)-(PI'-RU)-190224 |

Page 9of 9/ Crp.9u3 9
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».

3akmouenne 0 cooTBeTCTBUM: «HacTosmuM 5 HOATBEPXK/AI0, 4TO NPUBENECHHAS BhIIIE HHYOPMALMS ABJIAETCSA
JIOCTOBEPHOM M TOYHOM. OTa cepus NMPOAYKUMM IIpOM3Be[eHa (BKIIOYAHd YNAKOBKY (MapKHpPOBKY) M KOHTDOJDL
Ka4yecTBA) Ha BEHIIEYKa3aHHOW IPOMU3BOACTBEHHOH .Mlomanke (IUIomagxKax) B I[OJHOM COOTBETCTBHU C
TpeGoBanuaMK [IpaBui HajuieXainei Ipon3BOACTBEHHOM IPaKkTHKH EBpasHicKOro S5KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) 1 TpeOGOBaHHAMH KOHTPOJIA Ka4€CTBA JIEKAPCTBEHHLIX CPEJICTB,
a TaKXe B COOTBETCTBHH CO CIEIHU(PHUKAUAMHU, COAEPKAIUMHUCSK B PETUCTPAIIHOHHOM JOChE CTPAHBI-HMIIOPTEpA.
3anucy o IPOM3BOJICTREY, YIIAKOBKE M aHATH3Y POBEPEHE], M YCTAHOBJICHO HX COOTBETCTBHE TpeboBanuaM [ Ipasuin
Hajyiexalneii IpoU3BOACTBEHHO npakTHKY EBpaznifckoro 53kK0HOMHYECKOIO COKO3aM.
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