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CEPTU®IKAT CEPIi MIKAPCbLKOIO 3ACOBY Ne 219
PIh ;V.Haasa cuna piifakrusnicts, | HATPHO XNOPWA L
o Fyhnlkapceka  dopma  Ta  poamip | 1 Mn pozuMHy MICTUTL: HATPIO Xnopray 9 Mr
2174 ynakoBku (iNeHTUMHO NO TEKCTY Ha | posunH ans indysit, 9 mr/mn
] '_Y"aKOBul roToBol "POHYKH") no 250 mn vy naketax
‘2. | Homep cepil rorosoi npoaykuii: CA591123 | Poamip cepii: { 58380 ynak.
. 3. | KpaiHa-BUpobHUK: Yxpaina ‘
' HasBa kpaiuu/kpalH npusHaueHss .
4. ANs cepil: YKpaina
Homep peccTpauinHoro.
- 5. HocElnYeHHS: UA/B8438/01/01
6. | Nara BupoGHuyTBa; _ nvctonag 2023 p.

t [lata 3akiH4YeHHS TepMiH
7. NPUAATHOCTI: Y 11.2026 p. ‘ _
BUPOBIIGHO,  BRIIOMAIOMN  MAapKyBaHHS/NaKyBaHHA 14
npeeedeHo  KOHTponb  fAKkecTi Ha TOB  _ipmi
«Hosodapm-biocuHTes» 3a appecolo: }KMTOMMpcha
o6n., M. Hoeorpag-BonuHCbKwiA,
BYT1. }KMTOMMpCbKa GynuHok, 38;
nileHsis Ha BUPOBHKLTBO Nikapebknx 3acobis cepin AB
Ne578998; csinourso npo atecrayitc Hisnko-ximiMHOT
Ta MikpobionoriyHoi natopartopin N2104.

Hasea, aapeca Ta HoMepu niueH3in
8. | Bcix AinbLHUAUBL 3 BUPOGHUYTEA Ta
KOHTPONIO AXOCTi:

g, | CepTudlkarn BianosigHocTi GMP

BCIX AiSIbHULb, HABEACHUX B N.8: mueuam Ha BUpobHuLTE J13 cepin AB N2578998

-10. |} PeaynbTath aHanisie: HaBe,qu| B CeptudikaTi aHaniay (AO,El,aTOK 1.
3bepiraTit B opuwrinancHii ynakosUi npy TemnepaTypi He
11. | KomenTapi: BuLLe 25 °C.

30epiraru y HegocTynHoOMy 4nis giten micyl.

3anapa npo ceprudbikauiio: Lfum nidmeepdxyio, wo 8ci supobHudi cmadii dna ulel cepii zomoeol IpodyKUif
6ynu sditicneni & nosHill eidnosidHocmi 3 suMOzamu, 3Ja3HayeHuMU € YuMHId Hacmarosi 3 GMP,
sameepdxenill Minicmepcmeom oxoponu 300poe’s Ykpaiku, | 3 sumozamyu peecmpayilinoeo 00cke Kpaidu
[IPUSHEYEHHA.

Cepin rorooi npoayxuii CA591123 nozsohorafio: “;-’:‘.“

YnoeHoBaxeHa ocobal
3acTynH1K AupexTopa 3 AKOCTI

A, 21.12.2023 p.
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CEPTUGDIKAT AHAII3Y Ne 225

| HauMeHyaaHHﬂ nponyxuu

HaTtpito XNOpuA, posunH Ans iHdy3in, T

"-Poamp Ta TMN MaKyBaHHA: no 250 mn y nakerax -
Howmep cepit: - | CA591123 | Poamip cep'l' { 58380 yn.
) Auania BMKOHaHo 3rigHo 3 MKA 13 go PN Ne UA/8438/01/01 Ta 3MiH. '
7 PeaynsTaT! aHanisy: AR
: HalimeHyBaHHA Bumory HI1 e MeTomu KGHTROMIO PesynkTath
___noxastiukia . o | VIeToA P aHanisy
Onuc Mpoaopa, Ge3bapeHa pinuHa. | 3an.1, sisyanbHo, BigrioBigae
laeHTdikadin T
Harpiit Nikapgskuit 3acib gae peakuil Ha HATPIR, | Ban.2 oy 2.3.1. | Bignosigae
Xnopuau J;;‘x:;:;:uﬁ 3acib gae peaxuio {a) Ha oY, 2.3.1. Bianosiaae
MposopleTs | Jlikapchrui 3acit Mae 6yT¥ NPOIOPUM. 3an3 oy, 221, BlAnoazp‘aer . o
Kgnbopoalcﬁb Nikapcbinit 3acit mae Gytu GeaGapBHum. 3: ;':aﬁdw 222, Bianosigae
pH Bin4.5007.5. 3an.5, QoY 2.2.3, | 5.5
& _ NomeHWioMempu4Ho. '
3aniao ‘| He Ginbwe 0.0002 % {2 ppm). 3an6 QoY 249 '<0.0002%
Baxd meTanu He Ginbiwe 0.001 % (10 ppm). - 3an.7, QoY, 2.4.5, ; o
, , < 0.001%
i Memod A,
| MexaHiyHi Bikniovenns | Buguml vacTkm: npaktuuHo Mawth bOytn | 3an.8, oY, 2920 |
: BIACYTHI. Bignosipnae
HesunuMmi yacTxu: oY, 2.9.19, memod I
Yactky =10 MM — He Ginswe 25 B 1 My, Bignoeipae

UYacTiun > 25 MKM — He binbtue 3 8 1 M1..

OG’em, 110 BUTRraETLCR

O6'eM, WO BATAracTeCR, Mae GyTW He

OthOpMAEHHS YNaKoBKiA

| MEHLLMM 33 HOMIHanLHWA ob'eM, 3asHaveHwd | 3an.9, [ibY, 2.9.17. : Bisnorinae
: Ha eTUKeTLUi. - _ e
:GTepldanICTb Tikapcbkuii 3acid Mae ByTu cTepuibHUM. "3an10, oY, 2.6.1. . I CTepunbHAN
Bakrepiankhi - = LN
EHAOTOKCHHM Metie 0.5 MO/un, 3an.11, oy, 26.14, | < 0-25 MOMn
KinbkicHe auanavenHa T S e
Haplio Xxnopnn Mae 6yTu Bia 8.55 Mr/Mn_g0 9.45 mr/mi. 8an.12. 9_03_¥fimn
Ynakoska Bignosigto go MKA. | Bianceigae
MapkyBaHtin BianosigHo [0 3aTBEDIPKEHOTO TEKCTY MapKkyBanta (8l 09.12.2021 p). | Bignosigae
lpaciuHe | BinnosiaHo A0 3aTBEPAKEHOTO OPUIHAN-MAKETY, POIMILLEHOFO B EAHIN BBTOMATHa0BANIN

| IHcpopmaumHm cucteMi flepxnikcriywBu Ykpalnu (Murnui Big 20.02.2022 p.}

TepMmiH nphna'ruoc'ri'

3 poxu. Ho: 11.2026 p.

YMoau 366p1ra|-mn 36epiraTv B opuriHanbHiti ynakosui npu TemnepaTypi He sulje 25 °C.
36epiraT y HeOOCTYNHOMY fNA AiTel MicLy.

BMUCHOBOK: BiANOBIAAae BUMOram:

i HavaneHuk BKH




