AEPKABHA CJ1YKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIHO 3A
HAPKOTUKAMM Y KHIBCHKINA OBJACTI
npoe. CeitmuHol Hamii, 3, M. Kuig, 02099, Ten/akc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €ZIPTIOY 37078774

BHCHOBOK
NMpo AKiCTh BREICHOTO B YKpaiHy JikapchKkoro 3acoly

07.02.2025 Ne 3775/25/10

XAPTHI®

(HalivMeHyBaHHA JiKAPCEKOTO 2ac00Y 3TiAHO 3 peecTpaliiHNM MOCRITUeHHIM)
TabneTkn mo 5 Mr; no 7 Tabdaerok y Gaicrepi; mo 4 daicTepn y KapToHHill Kopodui
(bopma BuMycKy, 103yBaHHA, BHA MAKYBAHHA TIKAPCHKOTO 3ac00y)

Homep peecrpaniiinoro mocsizacens UA/3196/01/03 crpox aii peectpaniiinoro nocsinacuna 01.01.2099

Cepia nikapcekoro 3acoby N V124A0924 KinekicTs BBE3eH0T0 Nikapeskoro sacodv 4320
Bupodnik 3AT dapmauesrnunmii 3asoa ET'IC, Yropimuna
(HaliMEeHYBAHEA BHPOOHHKA NiKaPCLKOTD 3ac00y, KpaiHa MOX0/KeHHHA)
Breseno & Vipaiwy CrifibHe yKpaiHCbK0-eCTOHCHKE MINMPHEMCTBO Y GopMi TOBapHCTBA
3 o0Me:keHo10 BiTnorixaneHicTio " OntiMa-®apm, JIT", inent. kon:
21642228

(Haiivenyeanua Ta koj 3a €/IPTIOY wpnauunoi ocobn alo npizeume, ivM'a, no faTexoRi (izmaHol
0cOCH - MiANpHEMLSA, 1T Miclle TPOXUBAHHA T4 peccTpaniinuii HoMep oGNiKOROT KAPTKI NIATHHEA
noJarkie abo cepid Ta HOMep DacmopTa)

Iporokoa Bisyanasuore kontpouie sin 31.01.2025 Ne 0263/6.

3a  pesynrTaTaMmW  lepEARHON0  KOHTPOMO  RCTAHORIEHO, 10 mikapchkWil  3acidh  meeseno B Yripainy 3

JAOTPHMAHHHAM puMoOr 3aK0HOJABCTEA MO0 3a0e3MeYeHHs AKOCTi TiKapCLKHX 3acobis.

4
/é. @;/ Bixtop CTE®KIBCHKMIA

7 rnzmucff (iHILIQH Ta NpI3BHIILE)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.
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CERTIFICATE OF QUALITY / CEPTHOIKAT AKOCTT M 4599/ 2024/KHE

Name of produst/
Hativiens paalpl npenapars:

Batch Noa / Cepin

Date of manufacture: / (19,2024,
Hava vupodmnrsa
Expiry dute: / 00,26

Py ndt un

Numtser of products in the Batch:/
KiaLgicrs apo sl v cepii

Batch release dute: /

Jlera geoveks et
Strength/Poteney: /

TR TSI

R840 boves 7 kopodok
6. 1.

1 tablet contains ramipril 8 mg 7 ) ra8acyka st pavinpury § wr

202k

Hartil*, 8 mg tablets, Ne 28 (7x4) in biisters/
Xaprua™, vabnerky no 5 ar, No 28 (Fxd) v Gaierepax
V12440024

MA No. /Ny PLL

MA expiry dates
Tepis a1t PIE:

Manufacturing license No.: /

VA3 19601403

udimited ¢
Gererpokose
ME N TIHEMAEGIS

Ao ainesel va mpoding e

QUALITY INDICATORN Y
HEOKABKI SO T
Appesrance / Onuy

complics /

RESULTS /¢
YIRTA

BEATIONIAC

m

LIMITS /
M1

Light pink, Nat, vval wo-coated table
inclusions, with line on one side and side surfaces, marked R3, 8.8x44
mar b sEe / UBETHGPOREROES KOALOPY JUIeRt onaannt tatacisn Gey
ﬁ‘,",‘ii},"l'Z)]U\Ns 3 ()M&'Kﬁ"l. AMORIIBHMH BKPATLICHIB N, § p}il:K(UU AL DIy ﬁl“‘{}
i Gorapio ponepsts, 3 sapyrarasy R possdpoy 8.8 8 4.4 v

§, with @ bevel, with possible

Color of tabdets ! Kosip radicrax

vomplies /

pionime

Dimensions 7 Potgipn
~ width / pspass

Slergth S anuaing

~height £ sreo

RNt

MM

RE-89mm
YA
229 mm
S1AL

: Hdeutification / Lrenyudixaus
P dentification of drug substance {HPLO)
Chwnvdioein deviof petosiu (BEPX)

tdentification of colouring agents of iron

axides {chemical reaction) 7 Donoudicanin

Qapmiitsin ok sl MIUHA PRI
) CHE BH3ICHHR

complies !
0 EORE L

compliex /

o

194 mg fomy

| 8,000 m /s

Light pink color/

ealtno- PHEKCHROIG KOALOBY

about S Anosn 44 m s M

aboni S Gnonse 8.8 aan / uw

T e s & 04 mm My

The retention time of the main peak {ty) on the chromatogram of the test
solution should correspond to the retention time of the main peak on the
chromatogram of the veference solution / Moo VIpHOnBanIE QCHOBHOIY |
SKY (1) 18 APONBTOI PG 3HIPo0OEY NI O PO TIBIIICH s NN A
SATY VIR SHOBHOTO THKY 513 XPOMATOIPAVE PO Nupiassiis

folentificd / Diourmpiny ey

nt release /i sy

5 (»«A( o "y
4,800 - G w2 sy

(U601~ 1080}

duering shelf-fife S npomnsinsg mepisg
npdapieLn

SO0 my 7 ar v8 %o, -8 T

(4,600 - $,250 mg < a0}

(92 0~ {1500

Rebated substanves' (HPLOY/
Cynpeniant aosimsn’ (BUPN3

ar release £ spi gy esy”

during shelf-life £ npomscoos atepsany
HPUOIHOCIRG.

- impurity A (ramipril methyl esteryr ¢ e 0,4% not srore than / e Otiue 08 % | not move than /e Gie 0,8 %%
JOMBERA A (PRMHIBULY MOBLIORIHE CI0p) i

- irapurity B {ramipei] isopropstester)s / AR not more han 7 ge imioe 0,5 % L oot more than ¢ e Hisoine 0.5 %
wstinnr B (paanpie iy soupontiorid cwpy ! :
-impurity C (hexahydroramiprily: / NN T not more than 7 e Gipane 08 % 1 aot more than / be Sl 05 %
aostinna O Qektaripopasiinpio e i
- impuority I} {ramipril diketupipevazine): ¢ il e sot more than 7 ue Giasme 0,8 % | oot more than 7 e She 1S %

AoMiar D) {pasiiipiay RS Toniepraing:

<impurity B (vamipril diacid)y: / 3,1 % notmore than 7 p¢ Giasne 0.3 % not more than £ g Blasgic 401 95
oSt L (Padiiuiy Raeo T

- any onidentified fmpurity: 7 0.1 % nof frore than { e Gianame 0.7 %, © aob more than / ne Bl U2 %

By Wik nebien tndinonana ot each 7 Kool cach £ Romuol

- totad Impurities: £ ¢y IV (3,2 % not more than 7 e Giawwe L0 % oot more than 7 ue 0L $,0 %

Dissolution’ (HPLCY  Posmmons’ (BEPX)

G060

nod ess than £ ue vemme 78 %5 () for / 54 30 min / xp

Aversge arass S {opoms sacs

G128 gy

043007 ez 3% 1335 01303 g /1)

Unifornity of mass 7 UL apianiors vacy

complies /

 abmonian

not fess than / ne vene shn 187

not mare than / ue b 10K 272

(1 average mass / copeane Magn o 3

Subdiviston of tabiets by masy /
Hodo wafuresor 5 e

complivs /
51 BI0R1 A

not loss than 7 ne sMempe s

30; average mass/

cpeans vach B H 0

not more than / ne Guisiie vk 130: avernge mass § vopeais sue = 18 4

172

Boceor it &8



Eygis Fharmacenticals PLC BAE rapsaanewons saona E1EC
fepad addrevy; RN GOPRLTT
Ve, Budapeat, U Keresr, 3038, Hungury Fi0, . Beaaneun, sva Kepeorpt, 338 Yropamia

ﬁ ﬁgﬁg Phone; 126508035554, Faxs (6148035854 Teaedors (3631-803-3554, Pawe: 136018025556

ot aiddyess RPN (R
1165, Budapest, st Bekenfolds, 118420 Hungary 1188, s Byaanenr, sy, bescandedn, T, Yropuna

CERTIFICATE OF QUALITY / CEPTHOIKAT SIKOCTT Ne 4599/2024/KHE

Nawe of product/ Hartil*, 8 myg tablets, N 28 (7x4) in blisters /
Fradiseny suis apenapity Xaprua®™, radaerias no § s, Ne 28 (7xd) y Baievepas
Bateh Noo 7 Cepin N V124A0024
COUALITY INDICATORS / RESULTS ©LIMITS /
HOBASHHKIESIROUTT PERVILRIATH © oPMY
CDisimtepration ¢ Posnaiamig 3 wmin/ xu ; fm( wore thoan /e Omaie 15 min / an
| Resistance of tablets to erushing / SEN/H L not dess thun /e semoe 30N SH

LU aikie s Tadae ron o poiianuesaing

| Friability 7 Cripassic (LA - ot more than /e Gisne 3,0 %
 Uniformity of dosage units (HPLC)/ complies / DAN (e 1) 5 180 aot 4 st wi
S Qapopianicrs Ao et (BEPX) WA IOBLAC PAY (n - My 2 IS 0and /1

SO B,75xM ] 250

£

icrobiological purity
hioaarig o Ry

Total aerobic micrabial count (VAMC) 1 Cnot more than 7 ue fimaue 10 CFUg 2 KYO0
301 30N AHEH GopOdiHN MRPOOPIaNTng CFUig 7 KYO) !
{FAMUCE ‘
- Total yeasts and moulds count (FYNCY ¢ (418 sl more than / e Giasme 107 CFU/R F KY e
Faraanhie WHE IO APTAAWORIN T 1 HCSHCBIE CFUig / KYOn
rostie (1Y MCy ]
< Esehorudio ool complies / ahsenee (0 CFUA @) /7 sy moers (8 KYOA 0

s B AHORI A
Package size angd type: complies / 7 tablets per blister; 4 blisters per eardboard box: fubeled in Ulkirainian
Provtd) £ i nakyvsaing AN A A Tlo T rabneror v Grierepis po 4 SaieTepi s kap 1ol xoposud 4
§OMEPRYBATESM VEPITHCLENK SORAIO,

“Fhe limits require updating in the lght of experience acquired after the first 10 produoction batches and currvent stability tosts /

LI TN B th aiopagsis y ool 126 20eBixy . otpatmoro nicm nepurnx 10 sepobisismx copiil @ 0o ronmory sipoty sanis wradlsuow i,
* Not routinely performed. Tested on the fivse 19 batches and then on every 10™bateh 7 He ¢ pyrimsoiss. BRKOsy CIes 17 peguin HY
cepiil, o vo i 209 roknel HEY copit.

" Nut routinely perforoted, Tested on the first bateh of the year, thew only every HIP hatoh / He © pyrimming, Bukoms ornes s peputod cepil
PUIRY, i B L kOB LT cepil,

A aeepptance vafue / npuiianisve qwcio
M reference value S onepne sugveins

£ hereby certdfy that the above informatrion s authentic and accurate. This bateh of product bas been manufactared, including
packagingslabelling and quality coutrol at the above mentioned recognized site in full compliance with the GMP requirements of the focal
Regulatory Authority and with specifications in the Registration Dossier of the masufacturer country, The bateh processing, packaging
and analysis revords were reviewed and found to be in compliance with GMP / Thoa s seninayio, o wpwsena siie indopsians ¢
SOUTORiIET TG Jatnue. e Copio npoay il 850 pspoBscse (K TOUHOT ARy RAHIEMAPRYRAIEAY T HPOREICHI KOHIPOTHL 1T AROCT 161
e Y MR 0 v nonil rnosianeett 3 pasorasay HBTEL aoranomie st MICHERING PEEYASTORHIM DPIAHUN, #§ TaRO¥ Hitortgo
S enetpnldrinih, n Aerstees B peecrpiiiinony gocse kpainpepipoduara. potoroan snpoluiied, makyssaag e anaiiie 5y
HEPCEARHY 1 13 BCTIBOR Mo jianoswmicys HIH

Date of signsture / {}6 {f ?{JZE« Pr, Adﬁm Janosks

Hepyeq 115 ¢ >o; 4 ifi :
Hava nispscanng Qualified-Persor

Budapest 7 by ainenn Qualdificd person
y Kunfidhinosana ocobs
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JIEPKABHA CJIIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KAIBCHKIN OBJIACTI

pos. Ceirnn4soi Hail, 3, w.Kiie, 02099, ven/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kon €APIIOY 37078774

BHUCHOBOK
npo AKiCTH BBE3eHOr0 B Vkpainy jikapcsroro 3acody

29.01.2025 Ne 2886/25/10

XAPTHI®

(HAHMEHYBAHHA TIKAPCHKOIO sacoly 3riquo 3 peccTpaniiiiumM MOCBIBYEHHAM)
rabaeTki Mo 5 Mr; mo 7 TaGnerok B Guicrepi; 10 4 onicTepn y KapTOHHiil Kopobui

(thopma BRAYCKY, RO3YBAHH, BHA MAKYBARHA nixapckoro 3aceby)

Homep peectpallifinoro nocsiauens UA/3196/01/03 cTpox Aii peecTparfiiforo nocsiaeHui 01.01.2089

Cepist nixapcbkoro 3acoby Ne V12380924 Kinskicrs BBE3eHOrO jikapeskoro sacofy 240
BupoGuHK 3AT ®apmaneeTrynpi 3asoa EUIC, Yropusa
(1aiiveHyYBOHHA BHPOOHIKA nixapcrrore 3acofy, kpaiHa TIOXOUKEHHA)
BheseHo B Yxpainy Criinie yKpaiHCcsK0-eCTolChbKe NINPHEMCTBO Y ¢opmi ToBapuCTBA
3 0OMEKEHOIO BiANOBIANLHICTIO "Onrisa-®apm, JITH", inent. xon:
21642228

{(naiiMeHyBaHAA 54 Ko 31 E€IPIIOY ropumyutiol ocobi abo npiapume, iM's, 0 faTsroBi (hiznuHol
ocoBH - nianprenus, T Micte EposKHBARH Ta pescTpautiinuil Homep o6nikoBOT KAPTKH MIATHHRA
foaTKiB aB0o cepisl TA HOMEp IACIOPTE)

[IpOTOIKOM BizyansHOTO KONTPOJIIO BiX 29.01.2025 N: 0210/16.

3a  pesynbTATAMH  JIEPKABHOTO  KOHTPOJIO BCTaHOBMENO, MO jikapeekuii 3acié  BBE3ICHO B Yipainy 3

HOTPUMAHHAM pumor 33KOHOJABCTEA OO 3abe3nedeH A AKOCTE MiKapChEHX 3ac0DiB.

Qasra EPBOMEHKO

=4 S s s Noog e <
S0 KOHTPOTIO) (mionucy {imtuiam T2 upianpHue)




Egis Pharmacentleals PLC IAT Qapsaearieannt 3asoz EI'C

legal address: opudtne adpeca;

1106, Budlzpest, st, Keresturi, 30-38, Hungary 1106, ». Bynanewr, sy, Kepeetypi, 30-38, Yropuuma
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556 Tenedion: (36)-1-803-5554, Make: (36)-1-803-5556
actial address: dhasuia adpeea:

1165, Budapest, st. Bekenfeldi, T18-120, Hungury 1165, w. Byaanewst, syn. Bexenndemai, 118-120, Yropruspa

CERTIFICATE OF QUALITY / CEPTH®IKAT AKOCTI Ne 4597/2024/KHE

Name of product/ Hartil®, 5 mg tablets, Ne 28 (7x4) in blisters /
Hatimenysanun npenapary: Xaprin®, Tabnersi o 5 mr, Ne 28 (7x4) y Gnicrepax
Batch No.: / Cepia Ne: V123B0924
Date of manufacture: / 05.2024, MA No.: / Ne PIT: UA/3196/01/03
Jlava mipoGumura:
Expiry date: / 09.2026 MA expiry date: / unlimited /
Mprnamioil go: Tepstin nii PII; Gescrporone
Nunmber of products in the Batch:/ 15118 boxes / kopnGok Manufacturing ficense No.: / ML Ne HU-M-EGIS
Kinvkicth nponywidi y cepii; N sitiennsid wa supoSumgrao:
Bateh release date: / 06, 12. 0%
Jara mmycky cepii: )
Strength/Potency: / 1 tablet contains ramipril 5 mg / 1 TaGneria micTiTs paminpuny 5 mr
Cuna nitfasrimnicrh:
QUALITY INDICATORS / RESULTS { LIMITS/
NOKA3ZHUKY SIKOCTI PEIVIILTATH | HOPMH
Appearance / Onne complies / Light pink, flat, oval un-coated tablets, with a bevel, with possible
nipmonizac Inclustons, with lire on one side and side surfaces, marked R3, 8.8x4.4
mm in size / enitio-pomenore Komsopy Tnacki oRWIRIG TaGnerkw Gos
ofionomxsl, 3 QINCKOID, 3 MONTHBHMIL BROMDICHTAM, 3 PHICKOIO 3 0711070 Goky
T 1R GOKOBHX HonepxuAx, 3 Mapkypaunsy R3, poavipos 3.8 x 4.4 s
Color of tablets / Konip Tafictox complies / Light pink colur / cairio-poenoro konwopy
BiNOBiASE
Dimensions / Poasipn
- width / utipaig 4,4-4,5 mm ¢ about 7 Gansnke 4.4 mm / am
MSE
-length / gopmnna 8,8-8,9 mm / abent/ faanxoe 8,8 mm /£ mm
MM
« helght/ nncolJ 2,729 mm/ 2,7 mm / ax & 0,4 mm 7 A
MM
Identification / Incutudikagis
Identification of drug substance (HPLC)/ complies / The vetention tine of the main peak {iy) on the chromatogram of the test
Inemndikania aironof pevasim: (BEPX) siuoniane solution should correspond to the rotention time of the main peak on the
chromntogram of the refercnce solution / Yae YTIPUMY LIS OCHOBLOTO
uixy (I} 12 XpoMATOrpaMi MIMpoGONYLAHGIO POIUINY HOMHECN BiglowiTans
SRICY YTPUMY BN OCHOBLOTO NikY HA XPOMIATOIPAMI POty nopinimmLs
tdentifieation of colouring agents of irgn complies / Identified 7 LncundisyioTnes
oxides (chemiceal reaction) / Incamdixanin nixnoninge
Gapaukin okenpin saniza (xiMiuna pearin
Assay (HPLC) / Kinvkicue sunasenng af release / upu eunyexy: during shelf-life / npomnzes mepainy
(BEPX) HPNOAMUOLIi;
4,968 mgsae | 3,000 me/ mr 45 %, -4 % 5,000 mg 7 mr 45 %, -8%
{4,800 - 5,250 mg / mr) {4,600 - 5,250 mp / mr)
(96.0 - 105,06 %) (92,0 ~ 105,41 %)
Related suhstances! (MPLC) / at release / npu vunyexy: during shelf-life / npomnzom mepsiny
Cynposingi xosimsn® (BEPX) npudannocmi:
- impurity A (ramiprif methy) ester): / < 0,1% nol more than / ue Ginsme €,5% | not more than 7 ne Glnutee 0,5%
AoMimxa A (pasinpiuiy MeTiionHii eTCp):
- impurity B (ramipril Isopropyl ester): / < 0.1% ot more than/ ne Giaviwe 0,5 % | nof more than / nc Gingue 05%
nosiuwka B (pasinpaty isonponinoniti erep):
- impurlty C (hexshydroramipril): / < 0,1% not more thag / e Gianuie 9,5 % | not more than /e Gimuue 0,5 %
Jomimka C (rexearinpopasingun);
-impurity B (ramipril diketopiperaziney; / [ 0,1 % not more than /e Gimane 0,5 % | rot more than / ue Giusme §,5 %
Aostinka D (paminpaiy meroninepasin:
- impurlty E (ramipril diaciu): / 0t % not more than 7/ 1e Ginsnie 0,5% | not more than / e Gimswe 4.0%
Aomimsn B (pasinpiy aikuenora);
- any unidentified Impurity: / <kl % not more than / gie 6inteme 6,2 %, | not more than / ue Glawe 0,2 e,
Gynn-ara neinenniuhikonans omiwsa: each f kool each / xkomiof
= total Empuritics: / eysa noaitox: G,2 % not more than /1 Giasnie 1,0% | not more than / ne Giastite 5.0 %
Dissolution? (HPLC} / Povaunenim® (BEPX) | 94-99 9 not less than £ ue menwme 75 % (O for /72 30 min / xs
Average mass f Copens aMact 01291 g/r 0,13008/r+5%(0,1235-0,1365 ¢ /1)
Uniformity of mass / Oauepinticts macn complies/ not less than / ne semue sk 18/20: nverage mass / cepeans Mac £ 7,5 %
sinnonigac not more than { ue Ginwwe nik 2/20: average mass / cepenng Macn £ 15 %
Subdlvision of tablets by mass / complies / not less than / ie viennge Hix 29/30: average mass / copesirn aten & 15 9%
TTonin aGacvoi 3a Macoio BizEoniac not more than / ne Ginpine i 1430: average mass / Cepuid naca 4 25 %
1/2

UA/0S24_2.0 Y /)//7 78
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Egis Pharmaccutleals PLC

legal aeldress:

E106. Budapest, sl Keresturi, 30-38, Hungary
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556
actual address:

1165, Budapest, st, Bekenfeldi, 118-120, Hungary

3AT @apsaatenrasnnii saeon EVIC

wputitia adpeca:

1106, M. Bysancury, ny:. Kepeerypi, 30-38, Yropuutna
Tenedon: (36)-1-803-5554, Dawe: (36)-1-803-5556
g adpeca:

1165, M. Bynaneonr, sy, Bexeaudrenai, 118-120, Yrapuyiin

CERTIFICATE OF QUALITY / CEPTH®IKAT SIKOCTI Na 4507/2024/KKHE

Nanie of product/
Haiistenysanng npenapary:

Hartil®, 5 mg tablets, Ne 28 (7x4) in biisters /
Xaprin®, rabnetin no § mr, Ne 28 (7x4) y 6nicrepax

Bateh No.: / Cepia Ne: V123B0924

QUALITY INDICATORS / RESULTS/ LIMITS/

NTOKAZHUKH SIKOCT] PE3VILTATH | HOPMU

Disintegration / Poananouin 3 min/xn not more than / ue 6innime 15 min / xa
Resistance of tablets ta erushing / TON/H not ess than / 1c menwe 30N/ H
Crifikicr, Tabactok 1o poannsmosmimia

Frinkility / Crupatiicrs 0,0 % not more than / ne Ginnnre 1,0 %
Uniformlty of dosage units (HPLC) / complics/ AV (n= 10} < 15,0 not / sxmo ui;
Onutopinnicrs goonamx omtrnng, {BEPX) Bianosine AVin=30)<150and/ta

30/30: 0,75=M — 1.25xM

Mierobiologieal purity? /
MirpoGlonoriunn yneroma?

Poawip { Tan naryourms;

pignoninac

- Totnl aerobic microbial count (TAMC):} [ <10 net more than / ne Ginnte 10* CFU/g / KVYOI
3arantie uneno acpoetiumx sixpoopramizvia CEUlg ] K¥Oir
(TAMC):
- Total yeasts and moulds count (FYMC): ¢ | < 10 net more than / e Ginnwe 102 CFUfR f KYOIr
Jaransue wneno Apisproonx i nnicenennx CrUfg/ KYOR
rpubis (TYMC):
- Escherichia coli: cympli.csi ahsence (0 CFU/1 p) / nineymicrs (0 KYOH r
BijINORIIAC
Package size and typo: / complics/ 7 tablets per blster; 4 blisters per eardbonrd box; Inheled in Ukrainian

{ o 7 watnerox y GnicTepi; 1o 4 bricrepit 8 KepTouniit kopo6ui; 3
MAPKYIAHHAN YKDATICLECIO MOBOIO,

"The limits require updating in the light of experfence nequived after the Gist 10 praduction batches and eurrent stabllity tests /

Lli nimi pustarators ononaeing ¥ eaiwni ocsiny, orpumanoro niess ne

?Not routinely perforsited, Tested on the first 10 batches and then on every 10%batch / He e pyTinms. Bikokyersen suis nepanx

cepifiy a notis s koxatof 10-5 cepif,

? Not routlncly performed. Tested on the first batch of the year,

POKY, & 70TiM Ang koscod 1 0-7 cepil,

AV - acceptance vafie / npuiisanene wieno
M - refererce vatue / onopne snavenot

I herehy certify that the abave information fs authensic and accurate,

then only every 10" batch /He ¢ PyThurs. Buronycaes s nepuiol eepii

paris 10 supouime cepitt Ta notounore BNnpobynnEHY crabinntioeti.

This Datch of product higs been mnoufactured, Including
packaging/Tabelting and quality control at the above mentioned recognized site in full compliance with the GMP reguirements of the lacal
Regulatory Authority and with specifications In the Registration Dosster of the manufacturer country, The batch processing, packaging
and analysis recerds were reviewed aud found to be in compliance with GMP ¢ Ium » sacaiguyo, we uanenenn e indopmacia ¢
nocronipHoto Ta Ty, 1o cepito npogyknit Gyao shponcko {RKmQTAON RARYDAHUA/MNDKYBANHA) TA TPORENEND Koptpoab It akocri na
miiesazHaselift ainptnui ¥ norsiit slanosianocTi 3 tuMoroMit HBIL, netanonneirmm micttennn perynsropimmny OpranoM, a TR pignoniano
a0 cneundikanili, wo aiemiTier R pecerpaniliomy A0GKe KpaTus-pHPOGINIKA, Ipororonss snpoBuiiurss, makyssing 1a ananisin Gyao
NCPCrAALYTO Ta BCTAHOBICHD DiAnoRiatiers BT

Date of signatare / U b 12. 2024 Dr. Adém Jinoska
Hern ninnieaing Qualified Person
Budapest / Bynanewr Qualifiettperson /

Komstiixopana peofn

Egis Pharmaceutienis PLC . LT
Budapest - Hungmy %EGWS
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