MHTennexkT Ha 3awmuTe OBLIECTBO C OrPAHHYEHHOW OTBETCTBEHHOCTbIO

300POBLA

“HAYHHO-TEXHO/IOTMYECKAA ®APMALIEBTMYECKAS OMPMA «NONMCAH»
192102, Caukr-Netepbypr, yn. Canosa, 72, kopn. 2, nur.A,

. non"caH Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AHanuTHYecKkHii nacnoprt Ne 415

[penapar: IUKJIO®EPOH® Ta6aerkn, nokpbiThie KHIIeunopacTeopumoii o6osoukoii 150 mr

Cepus: 530420 P N001049/02
Qopma Bbinycka: (koHTYpHas suekikoBas ynakoska) 10 x 1 (nayka KapTOoHHas)
Konuuectso: 60006 yn.
Hara usroroenenus: anpens 2020 r.
Jannble ananusa
IMoka3zaTenn TpeGopauns HI P N001049/02-081018, M3m. Ne 1 Jlanubie anannia
1. Onncanue Kpyrasie MBosKoBBIMTyKIbic TaBACTKN IETTOrO LUBETA, OKPHITHIC Kpyrasie asosxopsinyxnse
KHLIEYHOPAcTBOPHMOH 060104Koi. Ha nonepeytom paspese s1po xerroro TaGneTkn XETTOrO useTa,
useTa TOKpEITHE .
¥ KHILEHHOPACTBOPHMO
(Busyamusiit, F® PO*) obonouxoli. Ha nonepeunon
paspese AApo KENTOrO UBeTa
2. MopnuunocTs:
- AKPHAOHYKCYCHas KHCIOTa CreKTphi NOFNOLICHAA HCMIBITYCMOTO PACTBOPA H PACTEOPE cpasHennd (b) B COOTBeTCTBleT
o6nacti o1 340 10 450 1M JOMKHBE HMETH MAKCHMYMB H MHHHMYMBI TIPH
OJIHHX H TeX e JUIHHax Bo/n (CrextpodoToMeTpHs)
Bpems yepAHRAHHA OCHOBHOTO MIKA HA XPOMATOIPAMME HCIILITYEMOT0
PacTBOPAa, NPHrOTOB/EHHOTO JUIA KOMHYECTBEHHOTO ONPEENEHNS, 40/DKHO CootsercTBYET
COOTBCTCTBOBATL BPEMCHH YACPAKHBAHHA OCHOBHOIO 1HKA HA XPOMATOIPAMME
pactsopa cpasHenna (b) (BOXX)
- MEIJIIOMHH T18THO PO30BATO-OPAHAKEBOIO LBETA MCTTIIOMMHHA HA XpoMATOrpaMme
(N-MeTwIruoKaMHH) HCTIBITYEMOrO PACTBOPA 110 NOIOKEHHIO, OKPACKE H BE/IMMHHE 0JKHO Coorserctayer
COOTBETCTBOBATE MATHY MET/IIOMHHA HA XPOMATOPAMME PACTBOPA CPABHEHHS
(ICX)
3. Pacteopenue 1-5 cTanus — ne Gonee 10 % akpuaoHyKCyCHOH KHCIOTHI 3a 60 MHH 0
2-s1 crazams — He menee 70 % (Q) akpHAOHYKCYCHOM KMCIOTH 3a 45 Mun 97-99
(I'® PO*, Cnexrpodoromerpus B YO 1 Buaumoii obnactsx)
4. PoncTeeHHble NpHMecH Ennnuanas nenaenrnduunposannas npumect — ne Gonee 0,20 % 0,02
(BOXX)
Cymma npumeceii — ne Gonee 0,50 % (BDIKX) 0,05
v Kareropus 3A
5. Mukpo6uonoraueckas o f’m E Gl .
YHCTOTa ( ) CTCTB
6. ONHOPOAHOCTH 103HPOBAHUS HAomxkei coOTRETCTBOBATS TpeGoBAHKSM (I'D PO*) CoorsercTyer
AV=19
7. Konnvectsenuoe
onpelcineHue:
- aKPHIOHYKCYCHAs KHCIOTa Or 142,5 mr 510 157,5 mr CisHINO; (akpraonykcyCHOR KHCIOTHI) B 148,1
Tabnerke (BOXX)
= MEIIFOMHH Ot 131,4 mr a0 160,6 mr C7H17NOs (mermomuna) B TabneTke 146,0
(N-MeTHNTIIFOKaMKHH) (THTpUMETPHSA)
8. Ynakoska ITo 10 wam 20 TabneTok B KOHTYPHYIO SUEHKOBYIO YNAKOBKY M3 ILTEHKH Mo 10 Ta6aeTok B xoHTY pHoit
NOJHBHHHAXOPHIHOM H ONBIH AMOMHHHEBON JUIA YNIAKOBKH. w4clixosofl ynakoske M3 MAEHKH
1 KoHTYpHYIO RueiiKkoBYI0 ynakosxy no 20 tabnetok, | uan § KOHTYPHBIX NONHBHHWNXNOPHINON W donsrH
AuelikoBeix ynakosok no 10 TabaeTok BMecTE ¢ HHCTPYKUMEH No ALOMHHHEBON N8 yNaxoskH,
MEHLHHCKOMY NPHMEHCHHIO NOMCIIAIOT B NAYKY M3 KAPTUHA. 1 xoHTYpHAR AvelKoBax
[lna KOHTPONS NEPBOTO BCKPBITHA GOKOBKIE KAANAHE! IAYKH MOIYT GbiTh ynaxoska no 10 afinerok euecre
3aKnceHLl yTHkeTkamH. Tlavku MoryT GuiTs Crpynnupoeans B Ganaeponu uw;:“m’“u“;:':‘::“m
TepMoycanounoR naikol. Mavuku i Ganacpoan nosemaior B TPYNNoRyio oM Bﬂl!lﬂil nnyquy 13 KAPTOMAL
Tapy. Tpebosanns HJI cobmonenm,
9. MapkupoBka B cootserctaun ¢ HJL P N001049/02-081018, Ham. Ne | Cootsercrayer

* - nefictylomee n3nanue Focynapersennoit ®apmakonen Poccuiickoli Penepaimn
3aKII0YECHHE: COOTBETCTBYET TpeGOBaHHAM HJ P N001049/02-081018, Mam. Ne |
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PABPEIEHHUE HA PEAJIM3ALIMID
or 15.05.2020

[lpenapar, ¢opmMa BHNOYCKa

IAKJIOPEPOH® TabnreTky, NOKPHTIE KMUISYHOPACTBOPUMON oBonouxoi 150 mp

N 10 Poccuiickast ®enepanus

Cepusa 530420
KonmuuecTBO N0 KOHTpONSA 60 006 ynk
KonmyecTBO nocjyie KOHTPOJA 59 956 ynk
N AnanuTuUyYecKOIro nacrnopra 415

AHanmus NPOMSBOACTBEHHOM NOKYMEHTALMH
llocke Ha cepurp NpPOBEpPeHO da
HJocke Ha cepui onobBpeHo Ha

KpuTuueckme OTKIOCHEHMA OTCYTCTBYLT Ia

CeprA npomusBeleHa UM INPOKOHTPOJIMPOBAHA B COOTBETCTBMU C JIMUEH3UeN
Ha MPOM3BOLNCTEO JIEKAPCTEBEHHHX CpelcTB, TpeboBaHMAMM
PerMcTpauMoOHHOTO Oocke, TpebOBaHMAMM OplaHM3auMM NPOM3BOINCTBA U
KOHTPOJIA KadyecTBa JIeKapCTBeHHHX cpelcTB (npaBumn GMP), a Taxxe
MHBEMM TpeGOBaHMAMM HOeMCTBYDUEro BakoHoOIaTesbCTBa.

llponykumsa paspelleHa K peanusaumm da

YIoJIHOMOYeHHOe JIMLO

Benyumit MHXeHep o

Kad4ecTBYy CrenaHoea M.C.

(OOMXHOCTE ) (moanuce) ‘ / (pacumdpposka nomnmcu)

[lomoxeHne © NuLe, OTBETCTBEHHOM 3a BHIYCK cepur ( YNOJHOMOUYEHHOM
Juue no kKadecTBy), naTa yrs. 05.12.2019




