Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally D_isintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpecc (keToposiak) TabjieTKH, AHCIEPrHpYyeMble B OJIOCTH pTa, 10 mr

Market / PeiHOK Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne s MEAE O0bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002760944 Date of Analysis / . 94122024

AHanuTMyecKHi# oTyeT No JlaTa aHam3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
 [laTa npou3BoAcTBA I'onen xo

Mifg. License No. / . .

IIponssoacTBEeHHAA : MNB/05/263 MA pumber: / : JITI-Ne(004669)-(PT-

Homep PY RU)
JHnen3usa Ne

Analysis performed according ND:

/ Auanns nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page1of 9/Crp.1u39

tablets with "|" debossed on one
side. / Kpyrable niockue
TabneTky ¢ packoil, ceeTIo-
KEJITOro [[BETA C rPaBUPOBKOH
«» Ha onHOIt cTOpOHE.

1;.:) Test / [TokazaTenasb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrnsie
nimockde Tabmetkd ¢ dackol, cBemio-
JKEJNITOTO LBETAa C [PaBUPOBKOH «I» Ha
OHOU CTOPOHE.

2 Identification / Uaentudurauus

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 MNOMIOILEHUS
UCOBITYEMOrO pacTBOpa W pacTBopa
CcTaHpapTHOro  ofpasua  KeTopojaka
TpOMETaMHHa JIOJDKHBI HMETh
MaKCUMYMBI TIpH OQHOW U TOM XK€ IJIHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
Ilpumeuanue: IlponykT coorBercTByeT TpeGopanusaM HJ|

Conclusion : APPROVED /
3akniouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Pravesh Rana /

Checked by /
[Tpoeepeno: Santosh Kumar
Maurya

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

Amit Kumar S
/\”"/

Reprint Date /
Hara: 24.12.2024

Reprint Date /
Jata: 24.12.2024

Reprint Date /
Hara: 24.12.2024
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disinfegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcnpecc (keTopoaax) TabiieTKH, AMCIEpripyeMble B 0JIOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne § VERIEn D O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002760944 Date of Analysis / . 24 12.2024

AHajguTnyeckuii oruer Ne JlaTa anHaau3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
/laTa npou3BOACTBA T'open o

6 Haitenge o | MA number: / . JIE-Ne(004669)-~(PT-

Ipouszsoacreennasn : MNB/05/263 :

Homep PY RU)
Junensns Ne

Analysis performed according ND:

/ Ananns nposenen mo H: JITI-Ne(004669)-(PT'-RU)-190224

Page 2 of 9/ Crp. 2 u3 9

No

Test / Iloka3arTenb
Ne

Results / PesyabTaThi

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 yaepxuBaHus
OCHOBHOFO MWKa Ha XpoMmaTorpamme
HCIIBITYEMOTO pacTBopa TODKHO
COOTBETCTBOBATH BPEMEHH YICPKUBAHUS
OCHOBHOrO [HKa Ha XpomaTorpamme
pactBopa CTaHAApTHOTO obpa3zua
KeTopoiaka  TpoMeTamMHa  (pasien
«KOJIHUECTBEHHOE OIPEUEHEHUEN).

Remarks : The Product conforms to

Ipumeuanue: IIponykr cootBeTcTBYeT Tpeboanusm HJL

ND/

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana Z

Checked by /
ITpoeepeno: Santosh Kumar

Maurya m

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoaurens

Amit Kumar L
/5/ /

Reprint Date /
Hara: 24.12.2024

Reprint Date /
Jara: 24.12.2024

Reprint Date /
Hara: 24.12.2024
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoxykr: Ketopoa® Jkenpece (keTopoJak) TabieTkl, AucneprupyemMsple B NoJ10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne MaZias O6bemM cepHu " 3600000 Tab
Analytical Repourt No/ . 040002760944 Date of Analysis / . 24.12.2024
AHanuTHuyecKHi oTyeT No JlaTa aHanu3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npon3BoicTBa I'oaen go
e JUCenEs il | MA number: / - JITI-No(004669)~(PT -
IMpousBoacreeHHas : MNB/05/263 :

Homep PY RU)
JTHIeH3Hs No

Analysis performed according ND: / Ananus nposeaen mo HJI: JIIT-Ne(004669)-(PI'-RU)-190224

Page30of 9/ Crp.3m39

1;.2 Test / IlokazaTean Results / PesynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / COOTBETCTBYET The retention times of 2-
Bymuncudpoxcuanuzon 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
yIep)KUBAaHHS TIHKOB
2-6yTUNruaApOKCHAHU30Ma u
3-0yTUNrHAPOKCHAHU301a Ha

XpOMaTorpaMMe HCHBITYeMOrO pacTBopa

OOJDKHBL  COOTBETCTBOBATb  BPEMEHAM
yIOEP)KUBAHHS ITHKOB
2-6yTUITHIPOKCHAHH30M1a u
3-6yTHITHIPOKCHAHH30Ma Ha

XpoMaTorpaMMme pacTBopa CTaHAAPTHOrO
obpasiia OyTunruapokcHanuszona (paszuen
«CognepxaHue
OyTUITHAPOKCUAaHU30JIa»).

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

ITprmeuanue: IIpoaykt cootseTcTByeT TpeboBaHusm HJT 3akarouenue: OJJOBPEHO

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

IMoarotoeneno: Pravesh Rana IMpoBepeno: Santosh Kumar | Ongobpeno: Menemxep / PykoBoaurenn
) Maurya ( Amit Kumar /X( y

Reprint Date / Reprint Date / Reprint Date/

Hara: 24.12.2024 Hata: 24.12.2024 Hara: 24.12.2024




S
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product : Ketorol Exprzss (l;to;olac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Jxenpece (keTopoiak) TabeTKH, AHCHEPrHpyeMble B MOJIOCTH pra, 10 mr

Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne ) V2202643 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002760944 Date of Analysis / . 94122024
Ananurnuyecknii oTyer No JlaTa aHaJH3a
Date of Manufacture / - 112004 Date of Expiry / - 10/2026
Jara nponssoacTea TI'ogen no
Mfg. License No. /

) MA number: / . JITI-Ne(004669)-(PT -
IIpousBoacTBeHHAs : MNB/05/263 Homep PY " RU)

gannensns Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page40of 9/ Crp. 4 w39

%)0 Test / [Moka3aTensb Results / PesyabTaThi Specification / Hopma
3 Average weight / Cpeanss 69.3 mg / 69.3 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 Mr a0 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OaHOPOAHOCTH MaCChI 2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oonee = 10 %;
2/20 Tadbnetok — He O6onee + 20 %.
4 Disintegration time / 00 min 51 sec / 00 muH 51 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocrn
5 Dissolution / PacTBopeHne Unit-1/ Tab6na-1 100 % Not less than 75% (Q) of
. Ci1sH13NO3*C4sH | 1NO3 (ketorolac
Unit-2/ Taba-2 7% tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 97 % 75 % Q Ci5H13NO3+C4H;1NO;3
) (xeToposaka TpoMeTaMiH) yepe3 15 MuH.
Unit-4 / Tabn-4 94 %
Unit-5 / Tadn-5 97 %
Unit-6 / Tabn-6 97 %

Remarks : The Product conforms to ND/
ITpumeyvanue: [IpogykTt cooTBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Hara: 24.12.2024

Hara: 24.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarortosneno: Pravesh Rﬂm'/j [poeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoautesnn
Maurya Amit Kumar =
l\(-”‘y
Reprint Date / Reprint Date / Reprint Date/ °

Jara: 24.12.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 ;ng
IpoayxT: KeTopoa® Dkcnpecc (keTopoJak) TabaeTku, AUCHeprupyemMblie B MOJOCTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne R O6nbem cepun " 3600000 Tab

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

AHanuTH4ecKHi oTyeT No JlaTa ananusza

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

Jara npon3soacTea TI'onen mo

Mifg. License No. / . .

IpousBoacTBeHHAs : MNB/05/263 RO numbers : N(0:£669)= (RIS
Homep PY RU)

JuueH3us Ne

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

Page50f9/Crp.5u3 9

JAucnepeHocTb

i:: Test / IlokazaTenb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 ym sieve is formed. / O6pasyercs
ONIHOpPOJIHAS CYCIIEH3Hsd, NpOXOonsian
CKBO3b CHTO C pa3MepoOM OTBEPCTHH
710 MKM.

7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
1-ruppokcuanaior
KeTopoiaka

Below LOQ (LOQ = 0.0032 %) /
Huke npenena KONMYCCTBCHHOTO
onpegenenus (ITKO = 0.0032 %)

1-keto analog of ketorolac /
1-keToaHaor KETOpoJiaka

0.07%

unidentified impurity /
eWHHYHAA
HeuAeHTHULMPOBaHHASA
npuMech

0.02%

not more than 0.5 %, / ue Gonee 0,5 %;_ i

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

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

total impurities /
CyMMa IIpUMecei

0.1%

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

8 Water content /
CopaepxaHue BoabI

2.0 %

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

Remarks : The Product conforms to ND/
Ipumeuanue: IIponykT cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akiawuenue: OJOBPEHO

Jarta: 24.12.2024

Jara: 24.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorornexo: Pravesh Rana Ilposepeno: Santosh Kumar | Ono6peHo: Menemxep / Pykosoautesns
__ | Maurya Amit Kumar r\ R
A /_,
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.12.2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Product : Ketorofﬁxpress (ketorolac) Orall__y Disintegrating Tablets 10 mg
ITpoayxr: Keropoa® Jkcnpece (keToposiak) Ta6aeTKH, JHCHEpPrapyemMsle B moJ10cTd pra, 10 mr

Market / Poinok :Russia / Poccns
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne R O6bem cepun " 3600000 Tab
Analytical Repourt No / . 040002760944 Date of Analysis / . 24.12.2024
AxanuruyeckHii oTyer Ne Jarta aHajn3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
Jata npousBoacTBa T'ogen o
Mfg. License No. /

) MA number: / . JITT-Ne(004669)-(PI -
ITpousBoacTBEHHAN . MNB/05/263 Homep PY " RU)

Junenzus Ne

Analysis performed according ND: / Anamu3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 13 9

i‘? Test / IlokaszaTeas Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTtaTouHble OpraHu4ecKkre pacTBOPHTENH

Isopropyl alcohol / 04 pg/tab /

H3zomnponaHon

04 MKr B TabeTke

Not more than 350 pg/tab. /
He 6o0nee 350 MKr B TabiieTKe.

10 Microbiological purity*/ Mukpoonosornueckasi Y4ucTora*

Total Aerobic Microbial
Count / obliee YHCIo

not more than 103 CFU/g; /
He Gonee 103 KOE/T;

OaHopogHOCTB
NO3UPOBAHHBIX €AHHULL

NA
a3pOOHBIX MHUKPO-
OpraHU3MOR
‘l'otal Combined Yeast and not more than 10> CFU/g; /
mold count / obiee 4HciIO NA He 6onee 10° KOE/r;
JPOMOKEBBIX U IUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 I.
11 Uniformity of dosage units / 6.6 Acceptance value (4V) not more than

15.0 Tloka3zarens npuemmnemoctH (AV)
JoJkeH ObITH He Ooee 15,0.

Remarks : The Product conforms to ND/
[Mpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusaM HJ|

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Hara: 24.12.2024 Hara: 24.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroernexo: Pravesh Rana Iposepero: SantoshA umar | OnoGpero: Menemkep / Pykosoaures
Maurya : Amit Kumar o
P
Reprint Date / Reprint Date / Reprint Date/

Hara: 24.12.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon® Dkcnpece (keTopoiak) TabJIETKH, JHCHeprupyemMble B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepns No § V2402643 O6bem cepun " 3600000 rab
Analytical Repovrt No/ - 040002760944 Date of Analysis / . 24122024
AHanuTHYeCcKHH oTyeT No JlaTa anaausa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTta npon3BoacTBa Tonen go
IE FCenselio _ MA number: / . JITI-Na(004669)~(PT -
IIpousBoacTBeHHAN . MNB/05/263 :

Homep PY RU)
JaueH3us No

Analysis performed according ND: / Ananus nposenen no HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 70f9/Crp. 7u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6iucrepe n3  (ITA/AJI/TID ¢
BraronornotuteneM/II2BIT)
doneru // (II3/AJ1) donsru. Mo
2 Gnuctepa BMeCTe C JIMCTKOM-
BKJIaJIbIIIEM B nayky
KapTOHHYIO.

1;.00 Test / [lokazaTennb Results / Pe3yabTaTthl Specification / Hopma
12 Assay / KosinuecTBeHHOE 9.9mg/9.9 mMr From 90mg to 11.0 mg of
onpeaenexHue (99.2 %) C1sH13NO3*C4H1 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 Mr CisHi3NO3+C4H 1 1NO;
(ketoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBJIEHHOro KOJIUYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0973 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0973 mr B TabneTke He menee 0,042 mr B TabneTke.
OYTH/ITHUAPOKCHAHU30.J12
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 tabnetok B
6nucrepe u3 (TTA/AJITID c
snaronornoturenem/I13BIT) donern //
(T13/AJI) doneru. ITo 1 unm 2 Gnucrepa
BMECTE C JHCTKOM-BKJIAIbIIIEM B MAUKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[Tpumeuanne: IlpogykT cooTBeTCcTBYET TpeboBanusmM HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana [Tpoeepeno: Santogsh Kumar | Onobpeno: Menemxep / PykoBoautens
45 Maurya gﬁ Amit Kumar M
/X<_ﬂ‘<//
Reprint Date / Reprint Date / Reprint Date/ "
Hara: 24.12.2024 Hara: 24.12.2024 Hara: 24.12.2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hpoayxr: Keropoa® Jxenpece (keTopoaax) TabeTKH, AUCIIEPrEpyeMble B IOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne HEHEDE O6nem cepunu " 3600000 Tab

Analytical Repovrt No/ . 040002760944 Date of Analysis / - 24.12.2024

AHajMTHYECKHI oTYeT Ne JlaTa ananu3za

Date of Manufacture / - 11/2004 Date of Expiry / . 10/2026

Jlara npou3BoacTBa T'ogen go

Mfg. License No. / . .

IpousBoacTBeHHAN : MNB/05/263 MAnumber:y : fIENE(00LG0)(RTA

Homep PY RU)

JHOen3us Ne _

' Analysis performed according ND: / Anaau3 nposenen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Ctp. 83 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.

* IIpu BbINycKe JICKAPDCTBEHHOI 0 IpenapaTa KOHTPOJ1b kKayecTBa Mo nokasaTtesto «VMukpodnonoruyeckas
YHCTOTa» NPOBOAUTCS AJs1 KaskaoH 20-o0i cepum, Mm AJ19 0AHOI cepuu B rof, B 3aBUCHMOCTH OT TOr0, 4YTO
HACTYNHT paHbllie.

API name / HanmenoBanue APC: Ketorolac tromethamine / Ketoponaka TpomeTamHH

INN / MHH: Ketorolac / Ketoposak

API manufacturer batch number / ABRHO007886

Homep cepun npoussogureas APC:

FP Manufacturer API Batch number /

Howmep cepun cyGcTaHIIHH NPOH3BOAATEISA FERA00521

J ) i H

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponsBogutens ADC, crpana: H-p Pennw'c Jlaboparopuc JItn., Uuous

Name, address, authorization No for kP 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) /

HaumenoBaHHe, agpec, TUNEH3H AJIs I-p Peanu’c Jlaboparopuc JItn., Muaus, [IpoussoacTBeHHoe
IIponsBoacTBenHas miuomaaka / Illnomaaka nonpazaenenue-6, Bumn. Kxone, Hanarapx Poyn, bagnu, Juctpukr
KOHTPOJIs KadecTsa / Ilnomaaka BeIycKa | Coman, X.I1., 173205, Uunusa (nmuuensus somep MNB/05/263)

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpoaykT cooTBercTBYeT TpeboBanusm HJJ 3axmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonrororneno: Pravesh Rana IIpoeepeno: Sagtosh Kumar | Omobpeno: Menemxep / Pykosonurens

Maurya @;ﬂ . Amit Kumar A

A _/5("‘/

Reprint Date / Reprint Date / Reprint Date /
Hara: 24.12.2024 Jara: 24.12.2024 Jara: 24.12.2024
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

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

IIpoaykr: Keropoa® Jxcnpecc (keTopoJak) TabeTKH, JucneprapyemMble B 0JocTH pra, 10 mr
Market / Poinok :Russia / Poccust e
Batch No / . Batch Quantity / 3600000 tab /
Cepun Ne B O6bem cepun " 3600000 Tab
Analytical Repoﬁ No/ . 040002760944 Date of Analysis / - 24.12.2024
ABannTudeckuii oTyer Ne Jarta aganunsa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
Jara npou3BoacTsa I'oxpeH no
SHHE Ticense N0, ‘ MA number: / - JITI-Ne(004669)-(PT -
IIpousBoacTBeHHAN : MNB/05/263 :

Homep PY RU)
iuueHsus Ne
Analysis performed according ND: / Ananus nposegen no HJI: JIII-N2(004669)-(PI'-RU)-190224

Page 9 of 9/ Crp. 9 u3 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».

3aKk/0deHne 0 cooTBeTCTBHH: «HacTosmum g MOATBEPKIAr0, YTO IPUBEACHHAS BhIIle HHQOPMAITHS SBIISETCS
JIOCTOBEPHOH M TOUHOM. DTa cephs MPOIYKIMH IPOM3BeJcHA (BKIFOUas YMaKOBKY (MapKHpPOBKY) M KOHTpOJIb
KadyecTBa) Ha BBIIIEYKa3aHHOM MPOU3BOJACTBEHHON miommaake (IUIOIafKkax) B IIOJIHOM COOTBETCTBHH C
TpeboBanusaMHu [lpaBun Hajexaleid MpOU3BOJICTBEHHON NpakTHkH EBpaszmiickoro sKoHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTadps 2022) 1 TpeboBaHUSIMH KOHTPOJISI Ka4eCTBa NEKaPCTBEHHBIX CPEACTB,
a Tak)X€ B COOTBETCTBHUH CO CICITUPHUKAITUAMH, COJICPKAIMIMUMUCS B PETUCTPAIMOHHOM JI0CHE CTPaHBI-MMIIOPTEpPA.
3armcH 1o MPOU3BOJICTRY, YIIAKOBKE M aHAIM3Y POBEPEHEI, H YCTAHOBIEHO UX COOTBETCTBUE TpeboBaHusM I IpaBu
HaJJexalley Nporu3BOACTBEHHOU NpaKTUKUA EBpasuiickoro SKOHOMHA4YECKOT0 COI03a».
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