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TOB "TIPOPAPMA TIJIAHT"

JEKJAPADISA HIOXO SIKOCTI ITAKYBAHHS Ne 89 Bin 29.11.2024p.

(mo pexirapanii BUpoGHIKA M0/10 SKOCTI IPOAYKTY)

Hasea npoxyxuii: Jierwana nobasia «Daasin®», kaneymn Ne30

Howmep maprii supobumursa (in bulk): 1534760100

Homep naptii rotosoi mpoaykuii: 15347601008

Jlara BupoSuuursa: 06.2024

Hara maxkysanss: 11.2024

Kpatue crioskuTi go kinns: 05.2026

Kinexicts npomykuii 8 naprii: 5046 ynakosox

Bupo6uuxk: Ceice Kanc AT, Xacenurrpace 35, 9533 Kipx6epr, Wsefiunapisi; anpeca
noryxHoctell pupobruuTsa: Ceicexanc Pymyunis C.P.JL, Kapoa 1 Crpir 20, 107 180 Kopny,
Ilparosa, Pymyuis / Swiss Caps AG, Husenstrasse 35, 9533 Kirchberg, Switzerland;
manufacturing site: Swisscaps Romania S.R.L.,Carol | Street 20, 107 180 Cornu, Prahova,
Romania

MMaxysansink: TOB (IPO®APMA TIJIAHTY, Yrpaina; agpeca NoTyXHocTed BUpOGHUIITBA:
07400, m. Bposapu, Bya. Kaiscebka, 221-B; e, (044) 422-50-70.

[axysauns nposeneno 3a TY Y 10.8-34414427-011:2013.

HaiimenysanHs NOKA3HHKIB Bumoru HopmatusHol gokymeutanii (TY) PesynsraTn
BHHPOOYBaHb

OprasogenTiyni NORAZHAKN

3oruilnill urnan M’ sika JKenaTHHOBA Karcyla. Binnoginae
BMICT KancyJu: HaNoBHeHHd Karcynu
MAC/BIHUCTA CYCIIeH3Is

Konip xancynm Sesienu# Binrosinae

3amax Creuudianmit, B 3a1eKHOCTI Bijt Bianosinae
BHKOPHCTAHO! CHPOBUHH
TlakyBanns, MAPKYBAHNS TA CTPOK HPHIATHOCTI

MakyBsants 30 kancyn y 6anui, | Garka B ynakonti. 48 Binnoginac
YrakoBok y Kopobi

Mapkysannis nepeuHHoT ta BTOPHHEOT Bianosimo no TY Y 10.8-34414427- Binnosigae

YIAKOBKH 011:2015

CTpoK [IpHAATHOCTI 24 micaui 3 1ath BUPOSHULTBA

YumoBu 36epiranus 3Gepirati B opurinanbHii ynakosui 3a Temneparyph gig 4°C 10
25°C y CyXOMY, 3aXHLIEHOMY BIJl CBITNIA | HENOCTYMHOMY ISl AITEH
Micli.

Bucnonox: Ilakysasus Ta MmapkyBaHHd Jlietuunol nobaku «Dnagis®» maprii 15347601008
siynosinac sumoram TY Y 10.8-34414427-011:2013.

WOA0 SKOCTI
NPOAYKTY.

Irekenep 3 sikoceTi
TOB «([TPOPAPMA TIJIAHT»
29.11.2024 p.
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PHARMA

TOB "ITPO®APMA ILJIAHT"
AEKJIAPALIISE IITO10 IKOCTI ITAKYBAHHS Ne 1 sig 15.01.2025p,

(10 nexnapanii BupoGuuka 00 SIKOCTI MpoayKTY)

Hazsa nponykuii: liernuna nobaska «@aapin®y», kancyan No30

Homep naptii BupoSuunrsa (in bulk): 1534760100

Howmep naptii rotoroi npogyxuii: 1534760100C

Hara supobruurrsa: 06,2024

Harta naxysanng: 01.2025

Kpame crromsuts 10 kixyg: (5.2026

Kinekicrs nponyxuii » raprii: 5038 ynakosox

BupoGrui: Crice Kane Al', Xacenmrpace 35, 9533 Kipx6epr, Ulselinapis; azpeca
IOTYXKHOCTeH BupobuwiTea; Chicckane Pymynia C.P.JL., Kapou | Ctpir 20, 107 180 Kopny,
Hparosa, Pymynis / Swiss Caps AG, Husenstrasse 35,9533 Kirchberg, Switzerland;
manufacturing site: Swisscaps Romania S.R.L.,Carol | Street 20,107 180 Corpu, Prahova,
Romania

Harysanuuk: TOB «IPODAPMA ILTAHT», Yxpaina; anpeca NOTYKHOCTEH BHPOGHKITEA:
07400, m. Bposapy, BYJI. KriBebka, 221-B; re. (044) 422-50-70.

Haxypanns nposeneno 3a TY ¥ 10.8-34414427-011:2015,

Hajivewysauun noxaznuxip ' Bumorn vopmarusaof norymenrauii {TY) Pesyavrarn ,

BRIIpOBYBANDL
OpranoaenTuuni nokazunin ]
3osHiWHI BHrasy M’ sxa sxenatunosa Kancy/ia. Bianosinae

Buict xancynu: nanoprensns Karcymim —
MaciaHHCTA CYCIIRH3Ig

Konip kaneynu Jeneuuii Binnorigae 7!
3anax Creundiunuil, B 3anesnocTi g Binrosinae r

BHKOPHUCTAHCT CHPOBHHM

Maryipauns, MapRyBaHHA TA CTPOK HPHAATHOCT
Muakysanus 30 kaneyn y 6auyi, 1 6anka s ynakgsui. 48
YNaKOBOK ¥ Kopobi
Mapkysanns nepeinnoi ta BTOPHHHO] Binriosinko no TY ¥ 10.8-34414477- A! Bianosisae
! ¥NaKoBKH 011:2015

Binnoninac

‘ Crpok_npuaarsocti 24 micsui 3 naTh BHPOBHKLUTRA

| ¥YMoBu 3Gepiranns 3Gepiratit B opHriHANLHIN YTAKOBLY 34 TeMTiepaTypH Big 4°C 1o

Il 25°Cy cyxomy, 3aXHIIEHOMY BiX oBiTAA | HEAOCTYITHOMY UL AiTel
t Micul,

Buenosox: Ilaxysanas 1a MaprysanHs Jieruunoi moBapxu «Onasis™s naptii 1534760100C
BLANOBIAE BuMoram TY V 10.8-34414427-011:2015.

Herutapanin  scocri NAKYBAHHS HATACTLCS PazoM 3 Aernapaiticro BHPOOHMHKA MO0 SKOCTI
IPOAYKTY. 5 Y

Liskenep 3 sicoeri
TOB «[TPO®APMA TLIAHT
5;011-2025%:

br.ow #2346
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denova

CEPTHOIKAT AHAJNI3ZY
BUPOBJIENC: Caicekance Pymynis C.P.JL, Kapos I Crpir 20, 107 180 Kopry crop. 1 33 Jara:29,07,2024

Matepian Ne/ Tlapris: 60017030/ 1534760100
Omuc: OJIABIS HieTnuna no6anka MOKK (MH}{] HSTATAHOBI KANCyTH)
Hata supobuunTea: 28.06. 2024
PR-opnep/Kart.: 1265895/nem:”

Jamosn. mar. Ne: Q/({éy%aﬁz /d é

3aMOBJL. 1apT.
3amorn. Nu:

Orasygosait nor Ne 40000184095 Bix 26.06.2024

[Tponeaypa

XapaKkTepUCTUKH

Creundikanis axocTi Omunnni 3HaueHHs Hmwxrs  Bepxna
Meropg Me¥Ka MeRa

lasienosi TeeTyBanus

BY @opma i poamip - Binnosinac - -
BY dopma i posmip

OBanbHHM, 6 MiHiM,

AA-QC-52 Galenical

BY Koaip - Bignosinae - -
BY xomip

3enenni

AA-QC-32 Galenival

BY 3osuiwmsiit snn smicty xancya - Binnosigae - -

BY 3osniwbiit Bug smicty xancyn
M’sixi senatunosi kaneymd, Mictats

MHCJ'I}THHCT}’ C')'CUCHSHD.
AA-QC-32 Galewical

BY nommnua MM {2,5 11,3 13,8
AA-QC-52 Galenical

BY miamerp MM 8.2 7.1 8.7
AA-QC-52 Galenical

BY sara BMiCTy MI 333,9 306,0 374,0
Ed 2.9.5

BY oanopiauicrs macu - Biarnoginae - -

Ed 295

BY saraanbHa maca Mr 490,5 430,5 533,35
E® 2,95

Yuyerora

Mepokengue uncno MEKR./KI 11 - 10,0
EP253

Mecrnnmau :
Fexcaxnopuuxnorexcan MI/KF < 0.005 = “ *\ ME \
AT ra fioro meTaGoniTu MI/RT < 0.200

lenraxnop MI/KE <0.000
Aniprn MI/Kr < (.000




CEPTHRIKAT AHAJIIZY
8UPOBIEHO: Csicckanc Pymynis C.P.JL, Kapon I Crpir 20, 107 180 Kopuy crop. 233 Hara:29,07,2024

Marepian No/ [apris: 60017030/ 1534760100
Onuc: @IABISI TicTuvna nodaska M}Kl{ (Msncl wena THHOBI Kancynu)

Hara supobuuursa: 28.06.2024

PR-opaep/Kar.: 1265895/Hem. f L ER L ,af) 6’7
3amosn. mMaT. Ne: i o e

3amoBa. napr. Y ‘ ,/fyf
3amorn, Ne: i : Lo

ITponeaypa

XapaKkTepHeTHKY

Creundikaiis gxocti Onnunni 3HaYeHNs Huxns  Bepxins
Metoy Meka MewKa

Adnatorenny

Adnarokenn Bl Mr/xr < 0.001 0,000 0,003

Pagionyxncinn

Llesii-137 (bx/xr) - <35 - 200
Crponuii-920 (Bx/kr) - <] - 50
Bianpaenenui apasok - BIANOBIAAE - -

Bascaei sterann

Ceunels MI/KP 0,013 - 3,000
2.2.23 metoa 11 AAS

Kanmmii MIVKD <(,005 - 1,000
2.2.23 meTon 1l AAS

PryTe Mr/Kr <0,005 - 0,100
2.2.23 meton 1T AAS

Megamin i T'MO

Menamia Mr/Kr <0,1 0.0 2,5
I'MmoO 0 - 0
MO

MO kinbkickui cxpining

MikpoGionoriuna uncrora

Koniopmui Saxrepii 1/r 0 - 0
JKopue-TonepartHi rpaMHeraTyeyi Bakrepii

EP2.6.13

Staphylococcum aureus Hr 0 - 0
EP2.6.13

Saimonella i1/10r 0 - 0
EP26.13
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T ‘(‘\' R YEE ‘A’}J\\
Jl Hactynumm 3acBiauyro, 1o HpUBCIeHA IHOPMALLIS € ABTEHTHIHO Ta wquoZZn o N\
[TapTist 6yna surotosnewxa i nepesipeqa 3a GopMoio NpoayKTY 3rigHo Keplsﬁu‘{/ rgl?, ﬂ%g;r%fﬂA GR.
O -

Binxnjgenns;
(X} BinCYTHICTE peneBalTHIX Binxunens / O0S pe3ynbTAT \i




() siaxunenns / QOS pesyanTaTH, aKi MATH BIMME Ha SKiCTE nponykty / [lpoTokon siamopianmnx
BIAXHM/ICHE O GPMITIOE Ta 3aTBEPIKYE KkBaniikosana ocoGa (AUB. NoIATOK)
() Bopatkoa pefesanTha (HbOPMALIS LOXO AKOCT

Havanbenx igyiiny KoHTpomo sxocti/ yriopHosakesa ocoba:
i Bynea loana
e 1ramn / Tlignuc.
Hata 29 munma 2024

w38 - T
Sl S X,
r?‘f'//gazw ﬁ"

NG

__——/ 3
3 o
L] e
“oond
w



http://www.tcpdf.org

