Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddli,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOPUKAT AHAJIM3A

au

TIpoaykr: Ketopon

'Product: Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkenpece (KeToposiak) TabeTKH, AMcepripyemMbie B nojocTH pra, 10 mr

Batch No / 1 V2202284 Batch Quantity / : 36,00,000 tab /
Cepust Ne Qo6Bem cepHn 36,00,000 Tad
Analytical Report No / : 890001626044 Date of Analysis / 09.11.2022
AnanuTnyeckui oruer Ne JlaTa aHaiu3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jdara npouspoacTBa Tomen no

Analysis performed according ND / Ananaus nposeaen nmo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page1of 7/Crp. 1 u37

No . g

No Test / [lokasarenb Results / PesyabTatsl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "[" debossed on one with "|" debossed on one side. /
side. / Kpyrnble, nnockue Kpyrible, niockne TadneTky ¢ packoii,
TabneTkn ¢ Gackoif, cBeTIO- CBETJIO-XKENTOT0 1LBETA C [PaBUPOBKOI
JKENTOro LUBETA C IPaBUPOBKOM «l» Ha OHOH CTOpPOHE.
«l» Ha ORHON CTOPOHE.

2 Identification / [ToanuHHOCTB

Ketorolac / Kemoponak

ay Byuv/
Y D-cnekTpodoToMeTpHs

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
NOTIOLIEHHS HCTILITYEMOTO pacTBopa
pactBOopa  cTaHaapTHoro  ofpasla
KETOpoJaka TpOMETaMHUHa  JOJKHbI
HMETb MaKCHMYMBI [IPH OQHOI M TOH e
JUTHHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Iprmeuanue: 1IpoyKT COOTBETCTBYET TpeboBanuam HJJ

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
IMToarorosneHo: Ankit

o

Checked by /
IIposepeno: Pardeep Kumar

o[-

-

Approved by: Manager/Executive /
Onobpeno: Menenxep A Pykosoaureins

Kusum Lata o

S~

Reprint Date /
Jara: 09.11.2022

Reprint Date /
Jlata: 09.11.2022

Reprint Date /
Jara: 09.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills. Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Ketoposn” Dkcnpece (KETOponak) TabneTku, JUCNeprupyemble B nosnoctu pra, 10 mr

Batch No / 1 V2202284 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001626044 Date of Analysis / 09.11.2022
Anagurnyeckuii otyer Ne JlaTa anajnsa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jdara npou3BoACTBA Tonen no

Analysis performed according ND / Ananus nposegen mo HJI:
JITT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page2of 7/ Crp. 2 u3 7

No

Test / [Toka3zarennb
No

Results / PesyabTaThl

b) By HPLC / BDXKX

Complies / CooTBeTCTBYET

Specification / Hopma

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 yaepkHBaHUs
OCHOBHOTO TIIHMKa Ha Xpomarorpamme

UCMBITYEMOr0  pacTBopa  JOJIKHO
COOTBETCTBOBATh BpEMEHH
YAEPXKUBAHUS OCHOBHOTO ITMKa Ha
Xpomarorpamme pacTBopa
CTaHIapTHOro o0pasla KeTopoJaka
TpOMETaMUHA (pazmen

«KonnuecTBeHHOE OTpeIeICHHEY).

Remarks: The Product conforms to ND/
Ilprmeuanue: Ilpoaykt cooTBeTcTBYET TpeboBaHusam HJT

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[Moaroroeneno: Ankit /7

[

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Opnobpeno: Menemxkep APykoBonuTensb
Kusum Lata = &=

Reprint Date /
Jarta: 09.11.2022

Reprint Date /

Hara: 09.11.2022

Reprint Date /
Hara: 09.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  yyuw.drreddys.com

CEPTHO®UKAT AHAJIM3A

"Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon” Dkenpece (KeToponak) TableTKH, AMCOCPrUpyeMbI¢ B MOJIOCTH PTa, 10 mr

Batch No / V2202284 Batch Quantity / : 36,00,000 tab/ |
Cepusn Ne Oobem cepun 36,00,000 Tad
Analytical Report No / : 890001626044 Date of Analysis / : 09.11.2022
|AHAIUTHYECKMIT 0TYeT Ne JlaTa ananu3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024

Jara npousBojcTBa TI'onen go

Analysis performed according ND / Ananu3 nposenen no HJ/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page3of 7/ Crp. 3 u3 7

I;.:) Test / [loka3zaTenb Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / CooTreTCcTBYCT The retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTL butylhydroxyanisole peaks on the
Oy THACHAPOKCHAHNU30J 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). / BpemeHa yIepKHUBAHHA
NUKOB  2-OYTUATMAPOKCHAaHH30Ma 1
3-0yTHArHAPOKCHAHH30I1a Ha
XpoMaTorpaMme HCOIBITYEMOTO
pacTBopa JO/DKHBl COOTBETCTBOBAThH
BpEMEHaM YACPKUBAHHS TIHKOB
2-0yTUNTHAPOKCHAHN30J1a "
3-0yTWIrNAPOKCHAHKH30J1a Ha
XpoMarorpaMmme pactBopa
CTaHAApTHOIO obpasua
OYTUIrNAPOKCHAHU30a (pa3znen
«CoaepxaHne
OYTUITHAPOKCHAHN30J1a»).
4 Average weight / Cpeguss 70.0 mg/ 70.0 mr 67.2 mg to 72.8 mg (70.0 mg £+ 4.0 %)./
Macca O167,2Mr 10 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
ITpumeyanue: [IpoaykT cooreeTcTBYeT TpeboBaHusam HJJ

Conclusion: APPROVED /
Zaxmaouenue: OJOBPEHO

Prepared by / Checked by /

-

Approved by: Manager/Executive /

IMoarororneno: Ankit ﬁ IIposepeHo: Pardeep Kumar OnobpeHo: Menemkep ﬁzlgouomwenb

Kusum Lata S{T N2

Reprint Date / Reprint Date /
Hara: 09.11.2022 Jara: 09.11.2022

Reprint Date /
Jara: 09.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIM3A

[Product: Ketorol Express (ketorol;;c) Orally Disintegrating Tablets 10 mg
Tpoayxr: Ketopon" Dkeapecc (KeToponak) TadieTKH, ANCAEPrHPYEMbIC B MTOJIOCTH PTd, 10 mr

Batch No / 1 V2202284 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0Bem ceprn 36,00.000 Tad
Analytical Report No / : 890001626044 Date of Analysis / 09.11.2022
AunanuTHyecknii order Ne Jara anamsa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa npou3BoacTBA T'open o

Analysis performed according ND / A

Haau3 nposeaen mo H/:

JITT-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel ot 27.12.2021)

Page4of 7/Crp. 4u3 7

1;.? Test / [loka3aTenb Results / PesyabTaTsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Ttabnerok — He OGojnee = 10 %
2/20 tabnetok — He 6onee = 20 %

5 Disintegration time / 30 sec /30 cex Not more than 3 min/ He 6onee 3 muH
PacnagaemocThb

6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 98 % Not less than 75% (Q) of

. Ci5H13NO3C4H11NO; (ketorolac
=) - [}
URif-CH OS2 % tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 99% 5% (Q)  CisHisNO3*CsHiNO;s
) . (keToponlaka ~ TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 99 % 15 Mud
Unit-5 / Tabn-5 101 %
Unit-6 / Tadn-6 99%

7 Fineness of Dispersion/ Complies / CoOoTBETCTBYET A uniform suspension passing through a

JlucnepcHoOCTh 710 um sieve is formed. / Obpasyerca
OIHOpOJHAs CYCIIEH3Ms, NpPOXOJALIAA
CKBO3b CHTO C pasMepoM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms to ND/

Ipumeuanue: IpoaykT cooTeeTcTBYeT TpeboraHusm HJL

Conclusion: APPROVED /
3aximouenne: OJOBPEHO

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

[MoarorosneHo: Ankit , Ipoeepeno: Pardeep Kumar OnobpeHo: Menemxkep / PykoBoautens
0\ ' Kusum Lata :-_thé{}"

Reprint Date / Reprint Date / Reprint Date /

Hara: 09.11.2022 Jara: 09.11.2022 Jata: 09.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories Lid
Foirmulation Unit-6

Vitl. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel . +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIM3A

1

Ipoaykr: Ketopon

|Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okenpece (KeToponak) TableTkH, AMCIIEPTUPYeMble B NOJIOCTH pTa, 10 Mr

Batch No / 1 V2202284 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepiit 36,00,000 Tad
Analytical Report No / : 890001626044 Date of Analysis/ 09.11.2022
AnpanuTHuecKnii oruer Ne JlaTa ananu3za

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jdarta npou3BoACTBA Tonen g0

Analysis performed according ND / Apaau3s nposegen mo HJ/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenune Nel ot 27.12.2021)

Page Sof 7/ Crp. Su3z 7

8 Related impurities / PoacTBeHHbIC NpuMecH

ketorolac 1-hydroxy analog
1-ruapoKkcHaHaior
KeTOpoJiaKa

/ Not Detected

ketorolac 1-keto analog/
1-keToaHaJOT KETOpONaKa

0.02 %

Any unidentified impurity /
eMMHHYHAsA
HevwneHTH(hHIHPOBaHHAS
npuMech

0.04%

Not more than 0.5 % / He Gosiee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Total impurities /
Cymma mpumeceit

0.1 %

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boga

2.0%

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

10 | Residual solvents by GC/ OcTaTouHble OpraHuyecKne pacTBOPUTENH

Isopropyl alcohol /
H3zonponanon

3 pg/tab / 3 MKr B TabneTxe

Not more than 350 pg/tab /
He donee 350 Mkr B TadaeTKe

Remarks: The Product conforms to ND/
[Ipumeuanne: I[Ipoayxrt coorBeTcTRyeT Tpeboranuam HJI

Conclusion: APPROVED /
Zaxawuenune: OJIOGPEHO

MHara: 09.11.2022

Jata: 09.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Ankit 0 ITposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBogntenb

Kusum Lata Qe
Reprint Date / Reprint Date / Reprint Date /

Jara: 09.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0O4507

www.drreddys.com




@
Dr.Reddy’s ‘_‘.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDOHUKAT AHAJIM3A

Product: Ketorol chp_ress (Igtorolac) Orally Disintegrating Tablets 10 mg
Mpoxykr: Ketopon™ Dkenpece (keToposnak) TaONETKH, AUCNEPTHPYEMbIE B nolocTH pTa, 10 mMr

JaTta npousBoacrea

Batch No / 1 V2202284 Batch Quantity / + 36,00,000 tab /
Cepus Ne O06bem cepuu 36,00,000 Tab
Analytical Report No / : 890001626044 Date of Analysis / 09.11.2022
AnaaurndeckKuit oryet Ne Jara anannza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024

Tonen go

Analysis performed according ND / Ananns nposeaen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / Mukpo6uoJsiorydyeckas ynerora®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Odwiee yncno He 6onee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obwiee He 6onee 100 KOE/r
YHCII0 JPOMKIKEBBIX 1
TUIECHEBBIX TPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 r
12 Uniformity of dosage units / 3.5 Acceptance value (AV) not more than
OaHopoaHOCTh 15.0 / [IpuemouHoe 3Ha4eHHe (AV) He
A03UPOBaHAS 6onee 15.0.
13 | Assay/ KoanyecTBenHoe 10.0 mg / 10.0 mr From 90mg to 11.0mg  of
omnpeaesieHue (99.6%) C15H13NO3+C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 1o
11,0 Mr CisH13NO3+C4H11NO3
(xetoponaka tpomeTamuH) (ot 90,0 no
110,0 % OT 3agBJICHHOTO KOJHYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0937 mg/tab / Not less than 0.042 mg/tab /
content / Copepxkanue 0.0937 mr B Tabnetke He menee 0,042 mr B TabneTke
6yTUArHAPOKCHAHH30J1a

Remarks: The Product conforms to ND/
ITpumeuanue: [ponykT cooTBeTcTBYET TpebOBatnam HJI

Conclusion: APPROVED /
3aknrwuenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit

A

[ A

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnoGpeno: Menemxep /

A KOBOJHTEb
Kusum Lata q>,(;\/ o -

Reprint Date /
Jara: 09.11.2022

Reprint Date /
Jara: 09.11.2022

Reprint Date /
Hara: 09.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Q.c Dr. Reddy's Laboratories Ltd.
) ® X .
Formulation Unit-6
DI". Reddy S . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  \uuw.drreddys.com

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Ketopon" Dkenpece (keToponak) TabieTKH, AUCTIEPrUPyeMBble B NONOCTH pTa, 10 Mr

Batch No / : V2202284 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0bem cepun 36,00,000 Tad
Analytical Report No / : 890001626044 Date of Analysis/ : 09.11.2022
AHanuTHYecKHil oTueT No Jara anayiuza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jara npou3BOACTBA Tomen no

Analysis performed according ND / Ananns nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 7of 7/ Crp. 7 n3 7

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) 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. / [lo 10 TabseTox B
information leaflet in a carton | Gsuctepe u3 (TTA/AJI/TTD C
pack. / Tlo 10 Tabnerok B | Baaronornorurenem/TISBIT) donbru //
6mucrepe w3 (ITA/AJI/TID ¢ | (TID/AJT) donsru. Tlo 1 nnu 2 6ancTepa ¢
Brnaronorsioturenem/I13BIT) UHCTPYKLHUEH NO NMPUMEHEHHUIO B NAYKy
donuru // (IT3/AJ]) ponsru. [lo | KapToHHYIO.

2 dnucTepa ¢ UHCTPYKUMEH 10

NpHMEHEHHIO B nauxy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cooterctauu ¢ HJ,

17 | Storage conditions/ Below 25 °C. / Ilpu Temnepatype He Bbilie 25 °C.

XpaHeHue

18 | Shelf life / Cpox rognocTu 2 years /2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* TIpn BbINyCKe JIEKAPCTBEHHOT0 NpenapaTa KOHTPOJIb Ka4eCTBA M0 NOKAa3aTelIIo
«MHKpOOHOIOrHYECKas YHCTOTA» MPOBOAUTCS Aasi KaxKNoH 20-0# cepum, niu 1Jist O/HOIi cepuH B rox,
B 3ABHCHMOCTH OT TOT0, YTO HACTYNHT paHblle.

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

Ilpumeuanue: ITpoaykt cooTBeTCcTBYET TpeboBanusm HJJ 3akmoyenue: OJOBPEHO

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

MoaroroBneHo: Ankit IMpoeepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoauresb
/L Kusum Lata '\%“ﬂ v

Reprint Date / Reprint Date / Reprint Date /

Jara: 09.11.2022 Harta: 09.11.2022 Hata: 09.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.dieddys.cuni



