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| JRICWINAP  [Crp2mad

Ne [MTapameTpsi MeTossi MeToankn Kpurepun npuemaemMocTy
n/n KOHTPOJIs HCIIBITAHU I
1 [Tpumenenne - - B kauecrse BCIOMOrare/JbHOrO Be-
wectsa npu nponssozacTse JIIT 8 co-
OTBETCTBHH C NpHIOKeHHsMH Ne |,
Ne2,Ne3
2 HaumeHnoBanue noxa-
3aresiel KayecTsa:
2.1 Onucanue BusyanbHbiit COIl-KO-14-102 benenii wm nowrn Oesbii MeaKui
(cBoiicTra) F®PBIL S0 HJIH [PaHyJTHPOBAHHBIH MOPOIIOK.
[IpaxTHHecKH HEpacTBOPHM B BOIE,
auerose, sraHosie Oe3BOHOM, TONTY-
ojle, pasBeCHHBIX KMC/IOTax W pac-
TBOpe 50 r/71 HATPHS IHAPOKCHIA
2.2 TlojutHHHOCTH
(naeHTHdUKaLIHA):
A. Kavecrsennas I'®d PB I, Tom 2, | Pasnen «llommnanocts | A. Ucnbiryemsiit obpasen npioGpe-
peaxkums ctp.1085 (unentudukauns) A» | Taer GHONETOBO-TONYOYHIO OKPAacKy
D PBIL Tom 2,
cTp. 1085
B. Crenens nomame- | F'® PB L, 2.2.9 | Pasgen «[Topmunocts | B. He Sonee 350
pH3anmn (naenTudukanns) By
I'® PB I Tom 2,
ctp.1085
2.3 Pactsopumocts | I'® PB 11, Tom 2, | Pasnen «PactBopumocts» | PactBopsiercs nmosHocTbio 6e3 oc-
crp.1085 D PBIIL, Tom 2, TaTKa
crp.1085
2.4 pH F'®PBII 223 | Painen «pH» Ot 5,0 no 7.5
I'® PRI, tom 2,
crp. 1085
2.5 Dnexrponposoa- | '® PB 11, 2.2.38 | Pasnen «Onextponposost- | He nomkHa npesbinarth 3JeKTpo-
HOCTD HOCTEY POBOHOCTL BOALI Oonee vem Ha
I'® PB I, Tom 2, 75 MKCm-eM™
ctp.1085
26 Bemecrsa, wmne- | I'® Ph 11, Tom 2, | Pasnen «Bemectsa, u3- | He Gonee 0,05 %
KaeMbie XPHpoM crp.1088 BreKaeMble 3pupom»
D PBII tom 2,
crp.1088
2.7 Pacteopumbie B | I'® PB 11, Tom 2, | Pasnen «Pactsopumbie | He Gonee 0,25 %
BOJIE BELIECTBA crp.1088 B BOJIC BEINECTBAY
I'd PB I, Tom 2,
crp.1088
2.8 Taxemie metawist | D PB 11, 2.4.8, | Pasnen «Tsmkensie meran- | He 6onee 0,0010 % (10 ppm)
meton C B
I'® PBII, Tom 2,
crp. 1088
2.9 Moreps s macce | I'® PB I, 2.2.32 | Paznen «[loreps B mac- | He 6onee 7,0 %
MPH BLICYUIHBAHHH CE MPH BLICYITHBAHHH»
I'd PB I, Tom 2,
ctp.1088
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No
n/n

[Mapamerpsi
KOHTPOJIs

MeTtonams

MeToankn
WCIBITAHHH

Kputepun npuemaeMocty

2.10 Cynwptharnas
30114

2.11 *Pazmep qacTuiL:
MKII 200

- YACTHIL pa3MepoM
tonee 400 mxm

(38 mesh)

- YaCTHIL pa3MepoM
Gonee 250 MM

(60 mesh)

- YACTHII pa3MepoM
Bonee 150 mxm

(100 mesh)

MKII 102

- 4aCTHIL pa3MepoM
Gonee 250 Mxm

- YaCTHIL pa3MepPOM
Honee 75 Mkm

2.12 Mukpobuono-
rHYecKas YHCTOTa:

- ofIee KOIHYECTBO

IF'OPBIL24.14

F'®PBII 2.9.38

I'® PBII,
2.6.12,2.6.13

Paznen «Cynsbatnas
305a»

I'd PB I, Tom 2,
crp.1088
F'®PBIIL2.9.12

MeTtoauka HenbITaHHH
AM-12-0212
COI1-KO-12-197

He 6onee 0.1 %

He 6osee 5 %

He menee 10 %

He menee 50 %

He 6osiee 8,0 %

He menee 45.0 %

FePbILS.14

aspo6os (OKA) 10° KOE/r
- of1iee KoNHYecTso
rpubos (OKI') 10 KOE/r
- Escherichia coli Otrcyrcreue s 1 r
- Pseudomonas
aeruginosa OrcyrctBue s 1 r
- Staphylococcus
aureus Otcyrcteue s 1 r
- Salmonella Otcyrereue 8 10 ¢
3 Ot6op npob - B cootBeTcTBHH CO CTaH- -
NAPTHOH  ONepalHOHHON
npoLeypo:
COI1-KO-14-057,
COIl-KO-12-024
4 O6beM KOHTPOJILHOH - - AJL: 1600 r
11podkl MBJ1: 40,0 r
5 | Yenosus xpanenns - - B 3aKpbITBIX, CYXMX, XOpOLIO Mpo-
BETPHBAEMBIX TIOMEleHHAX, Oe3 no-
CTOPOHHET 0 3anaxa
6 | Cpok roaHocTu - - VYka3bIBaeTCA MPOU3BOHTEIEM
7 Ynakoska - - [TonuaTHaeHOBbLIC NaKeTsl, BIIOKEH-

HbIC B KapTOHHBIE Kopoba, a TaKkke
JIpyTHe BHILI YNIAKOBKH, obecreun-
BAIOIIHE COXPAHHOCTH CHIPbS B Te-
YeHHE CPOKA FOJHOCTH
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No
n/n

[TapameTpsi
KOHTPOJIS

MeTtoas!

MeTtonuku
UCTIBITAHHH

Kpurepuu npueMaeMocTs

HaroroBuTens

- Mingtai Chemical Co., Ltd., Taii-
BaHbL

(tunt 102: Toprosas mapka M102D+)
- JRS Pharma GmbH & Co. KG,
I'epmanus  (NMPON3BOACTBEHHAN
naomanka Knraii)

(un 101: TO£rosax mapka
HEWETEN® 101, VIVAPUR" 101;
tun 102: Toprosas Mapka
HEWETEN® 102;

an 200: Toprosas Mapka
HEWETEN" 200)

- SIGACHI INDUSTRIES LI-
MITED, Haans .
(tun 101: Toprosas mapka HiCel™
SOM:

than 102: Toprosas Mapka HiCel™
90M;

in 200; Toprosas mapka HiCel™
LLP200)

- Accent Microcell Pvt. Ltd., Muus
(tun 101: Toprosas mapka ACCEL
101;

an 102: Toprosas mapka ACCEL
102)

Kon

MKILL 101 (HEWETEN" 101;
VIVAPUR® 101: HiCel™ 50M;
ACCEL 101) - 80158

MKIL 102 (M102D+; HEWETEN®
102; HiCel™ 90M; ACCEL 102) -
150350

MKII 200 (HEWETEN™ 200,
HiCel™ LP200) - 80172

* Jlononuurensuoe tpebosanne OAO «B3MITy,
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MK van 101:

Toprosas mapka HEWETEN®™ 101 npoussomutens JRS Pharma GmbH & Co.KG,
["epmanus (mpoussoacTBeHHas nuomanka Kurait)

Toprosas mapka VIVAPUR™ 101 npon3soautens JRS Pharma GmbH & Co.KG, I'ep-
MaHHs (Mpou3BoAcTBeHHas nomanka Kurait)

Toprosas mapka HiCel™ 50M nponssomrerms SIGACHI INDUSTRIES LIMITED, Mnzms
Toprosas mapka ACCEL 101 npouisoaunrens Accent Microcell Pvt. Ltd., Unans
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10.
. bpomrexcun, Tabnerku 8 mr
12.
13.
14.

11

15.

16,
17.
18.
19.
20.
21.
22.

23.

24.
25.
26.
27.
28.
29,
30.
31
32.
33.

A3UTPOMMIIHH, Kancyabl 250 mr

A3INTPOMHLIKH, TAONETKH MOKPHITHIE MIeHOUHOH 060104K0H S00 Mr
AnGensiazon, TabNeTKH NOKPbITHIE NAaeHOuHOI 006onoukoit 200 Mr
Anbennazon, TabieTku NOKpeIThIE naeHo4HoN obonoukoi 400 Mr
Anpbenaauna®, tabnerku, TabneTkn NOKphITHIE MICHOYHONR 000104KOH
400 mr

Amnoaunus, Tabnerku S mr; 10 mr

ATOpBaCTATHH, TabJICTKH NOKPBITHIE IUIEHOUHOH 000n0uKoi 10 mr; 20 mr; 40 mr
BAJ1 Jlerpasen, TabneTkn MOKpbiThie ieHOYHOH obonovkoi 500 mr
bucakomnn, TabneTKH KHIEYHOPACTBOPHMEIC, MOKPBITHIE MMICHOUHOM
000104KOMH, 5 MI

Buconponon, TabneTku, MOKphIThIe IIeHOYHOH 0007104KOH, 2,5 Mr; 5 Mr; 10 Mr

Jletpasen 1000, TabneTku nokpsIThie miieHouHOH obonouxoi 1000 mr
JlerpaBen, TabneTKH NMOKPLITHIE MUICHOMHON 000no4Kkoi S00 Mr

Upbecapran, tabnerku, nokpsiteie ruieHounoi obosouxoi, 75 mr: 150 mr; 300
M

Upbecapran+I'uapoxnopruazni, tabnetku, nokpeiThie mieHo4YHo# obonou-
koit, 300 mr + 25 mr; 300 mr + 12,5 mr; 150 mr + 12,5 mr

Karrronpun, tabnerku 25 mr; 50 mr

Knaputpomuumn, Tabnerku, nokpeiteie 060104K0i, 250 Mr

JInauuonpun, rabnerku 5 mry 10 mr; 20 mr

Jloparaaunu, Tabnerkn 10 mr

Manarpa, kancyast 50 Mr 1 100 mMr

Menokcukam, Tabnerku 7,5 Mr; 15 Mr

Merdopmun Jlonr 500, tabnerku ¢ MOAHDUUHPOBAHHBLIM BLICBODOXKICHH-
em 500 mr

Merdopmun, TabneTku, NMoKpeiThie niaeHouHo# obomoukoit, 500 mr; 850
mr; 1000 mr

Moxkcudrokcaunn, Tabnerks nokpsiTsie mieHodHoi obonoukoit 400 mMr
OnnanceTpoH, TabNeTkH, NOKphITLIE 000104KOH 8 MI

Pamunpun, Tabnerku 2.5 mr; 5 mr; 10 mr

Pesanon 300, TabneTkn, nokpeIThie MIEHOYHOH 060/104KOi

Peanon 600, TabneTkn, NOKpLITHIE NICHOYHOH 060104KO#H

Pnbasupun, kancymnsl 200 Mr

Ceprpamn, TabneTku NOKphITHIE MIeHOYHOH 060104K0H S0 M

Con baii, TabneTkH, NOKpLITHIE IIEHOYHOM 0607104K0# 15 Mr

[letnpusun, TabneTkn NOKpHITHIE MeHOUHON 0Bom0uKoh 10 Mr

IOBena, kancynst SO mr 1 100 Mr
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MKIIL tan 102:
Toprosas mapka M 102D+ npoussoautens Mingtai Chemical Co., Lid., Taiisans
Toprosas mapka HEWETEN® 102 npowussomutesns JRS Pharma GmbH & Co. KG,
["epmanns (npoussozacTenHas rwiomanka Kuraii)
Toprosas mapka HiCel™ 90M npoussoautens SIGACHI INDUSTRIES LIMITED,
Nrms
Toprosas mapka ACCEL 102 nponssoanrens Accent Microcell Pvt. Ltd., Muans

|. Acnukapa, TabNeTKH KHMIIEYHOPACTBOPHUMBIE, MOKPBITHIE MJICHOYHOMH
obonoukoit 75 mr u 150 Mr
BAJl «benas tabnerkay, rabnetku no 700 mr
Berarnctun, Tabnerku 8 mr, 16 Mr u 24 mMr
BopuBur, Tabnerku
Bunnouerns, Tabnetku 5 mr
Bunnouernu dopre, rabnerkn 10 Mr
[Cmuknasua MB, Tabnetku ¢ MoauduumpoBaHHbM BhICBOOOKIeHHEM 30 Mr 1 60 Mr
[nuuun, Tabnerku noassssrausie 100 Mr
['moko3aMuH+XOHAPOUTHH, TablIeTKH NOKPLITHIE MIeHOYHOH 060104KO0H
S00 mr/500 mr
10. IEKCxkertonpoden, TabneTkn, NOKpsIThIe IIICHOUHO 060/104K0i#H, 25 M
1 1. 3onuknoH, TabneTky NOKPLITLIE NJIEHOYHON 060104K0H 7,5 Mr
12. Marnekapz, TabneTkn nokpbiteie 060n04K0it, 75 Mr 1 150 mr
13. Merponnaason, tabnerku 250 mr
14. Hamecynuu, tabnerku 100 mr
15. lponaderon, TabneTku, NOKPLITHIE TIEHOUHOH 00on04KO#H, 150 Mr
16. PozysactatiH, TabNICTKH MOKPBITHIC TUICHOHHOI 000104K0# 5 mr; 10 Mr; 20 Mr
17. CumBacTaTii, TabNeTKH, NOKPLITHIE MIEHOYHOH 060104k, 10 Mru 20 Mr
18. Con baii, TaGneTkH, NOKpbITHIE NIEHOYHOH 00010uKOA 15 MIr
19. Cnasmaton  Heo, Ttabnerkm, mokpeiThie mieHOYHOR 000104KOMH,
400 mr+5 mr+0,1 mMr
20. Cnasmaren Heo, TaGneTku nokpsIThie n1eHOYHOH 060/10UKOi
21. CymarpunTas, TabNeTKu NOKphIThIE IieHouHOH oGonoukoit 50 mr; 100 Mr
22. TpuMeTasu/int, TabNCTKH MOKPHIThIE NJICHOYHOH 0Oon0uKO# ¢ MoandHuHpO-
BAHHBIM BLICBOOOKACHHEM 35 Mr
23. TpombocTabun, TabneTky, NOKpLITHIE MICHOUHOH 060104K0H, 75 Mr+15,2 mr
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MKIL Tan 200:
Toprosas mapka HEWETEN" 200 nponssoantens JRS Pharma GmbH & Co.KG,
["epmanus (npou3soacTBeHHas romaika Kurait)
Toprosas mapka HiCel™ LP200 npoussoaurens SIGACHI INDUSTRIES LIMITED,
Wrms

Ketoponak, TabneTku, NoKpeIThie MiieHO4HOH obonoukoit, 10 mr

Jlopatazamn, Tabaerku 10 Mr

Masuarpa, Tabnerku, nokpaitbie mwieHouHoi obonouxo 50 mr u 100 mr
Huueproaus, TabaeTk, NOKpbIThIC MUIeHOYHO#H 06onoukoit, 5 mr; 10 Mr; 30 Mr
Cynenupu, kancyast 50 mr; 100 mr; 200 mr

®amoTHANH, TabIeTKH, MOKPLITHIE MIeHOUHOIH 0B0104K0i 20 Mr; 40 Mr
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