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CrieundHKaLMA Ha HCXOIHBIE MATEPUATIBI

~

JlaTa BBEeieHHA C:

1% DY, 204

BroauTcs B3aMeH:
CIIC-KO-14-0270-11
ot 16.02.2026

Heicreyer jo:
feccpodHo

PHYMHA: aKTy

oa: CJIC-KO-14-0270-12

Hp Crp.1 u3 5

H3aLmA

MUTO®EHOHA THAPOXJIOPU

Pitofenoni hydrochloridum
PITOFENONE HYDROCHLORIDE

Kontpoas kauecrsa no HJL Pb 0648C-2016

(pepakuus 2018 r),
Paszaenam 3.2.8.4.1, 3.2.5.4.2 perucrpaunoHHOro 10¢he
JEeKAPCTBEHHOTO npenapara

Cna3MaToH, PACTBOP /LISl BHYTPHMBbIIIIEYHOI'0 BBeICHHS
(500 mr + 2 mr + 0,02 mr)/1 ma B Apmennu, Pb, PO

Pasznenam 3.2.8.4.1, 3.2.5.4.2 perucTpaunoHHOro 10che

JEeKAPCTBEHHOI0 Npenapara
CnasmaTton Heo®, TabJeTKH, NOKPLITHIE MJEHOYHOH 000104KOH

400 mr + 5 mr + 0,1 mr B Pb, PD

Cocrasuin

Coracosanu

Yreepaui S

JomkHocTb: Xumuk | kKaTeropHd
AJl

JlomxHocTs: HavanbHHK OKK

JIO/KHOCTD: 3aMecTUTEITE TeHepalpHO-

HO®: M.B.Babxaniesa

Moanuce: HOLOULY

/ 1O AUPEKTOPa-fOK: y
UO®D: O.B3eiibib~y ?§ éé Z HO®: T.B/ba
Moanucs: \_ TToanuck: .

Jlata: ©OF OY. 2H26

Jlata: {0.0U. 28524

Jlata: 10,04 LO26

JomxrocTs: Mukpoduonor 11 kare-
rOpHH

JIOMKHOCTE: 3aMECTHTENbL HaYalb-
Huka Al

MO®: B.O.PathukoBy —~ —=——

MOD: HA Mansirusa .,

IMoanuce: ~ 7772 — | lloanucs: e a
Jata: © &. QY XO6 Jlata: 40. OX. 20X¢€

L~
JlonxuocTs: 6Guonor I kareropuu

JlomxkxocTe: Hagsansuuk MBJI

HO®D: U.A.Denonvna UO®: C.B.Demophora .
Moanwce: (/7 — TMoarmics: ( e
Jara: ©8 OM. 2026 Jlara: ©Q OY. 4026

JomxHocTs: vaganbiuk OCuP

HO®: O.A Bpepia, ./

Monmucs: /] 1y

Hara: 09 . ¥D26

JlomaHocTs: HasansHuk O3

UO®: U.A Hogak / _—

Moanucs: /L1777

Jlata: QY U206
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Crieumdpmxaums Ha HCXOAHBIE MATEPHAITBI
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IR IIC-KO-14-0270-12

JK3EMNNAP

C1p.2 M3 5

No
n/n

[TapameTpsl
KOHTPOJIA

MeTo/in!

MeToauku
HCTBITAHKUTI

Kpurtepuu mpuemMIeMOCTH

[Ipumenenne

Criazmaron, abnerka S00 /S Mr/0,1 mr
Ut ApMEHHH

Criasmaron”, Tabmerkn 500 Mr/5 mr/
0,1 mr s P

Cnamaron", tabnerku s Typk-
MeHHCcTaHa, TalKHKHCTaHa
CnasmatoH, Tabnerku uis ['pysus
Cnazmaronnx‘", TablIeTKH,

500 mr/5 mr/0,1 mr ans PO
Cnasmaron Heo®, tabnerku, no-
KPBITEIE TUIGHOYHOH 000/109KO#H,
400 mr + 5 mr + 0,1 Mr ans Pb
Cnasmaten” Heo, Tabnerku, no-
KpBIThIE [UIEHOUYHOH 060/109KOH,
400 Mr + 5 mr + 0,1 mr s PO
Criaamaten®, pacTBop Ui BHYTPH-
MEIIICYHOTO BBECHHS,

(500 mr + 2 mr + 0,02 Mr)/1 ma

s PO

CrniasMaroH, pacTeop IS BHYTPH-
Menmeysoro BseaeHns (500 mr +

2 mr + 0,02 mr)/1 ma ans Apme-
uuH, Pb

Criasmaron”, PacTBOP JUist BHYTPH-
Merneyroro seeaeHns (500 mr +

2 mr + 0,02 mr)/1 mn juis Typkme-
HUCTaHa

HaumeHOoBaHHE 110~
KaszaTeJIeH KavyecTna:
2.1 Onucanue
(cBoticTra)

2.2 *TlomMHHOCTD
(nnenTHDUKAIHR):
A. AGcopbumnonHas
crnexkTpooToMeTpHs
B MHpakpacHoOi
obnactu

B. A6copbumontas
CIEKTPOOTOMETPHA
B yapTpaduonero-
BO#H W BHAMMOIT 06-
JacTAX

BuayanbHbii
I'®PBIL 5.11

I'®PBII, 2.2.24

IF'dPBII, 2.2.25

COIT-KO-14-102
Paznen «Onucanue
(cBoficTea)»

HJ1 PB 0648C-2016
(penaxuus 2018 r),
Pasnen 3.2.84.2

Pasnen «[ToanmHHOCTE
(unentudukaunsg) A»
HJ1 P 0648C-2016
(penaxuns 2018 r),
Pasnen 3.2.8.4.2
Paznen «[lopmmaHOCTD
(nnenTudukauns) By
HJI PB 0648C-2016
(pemaxuns 2018 r),

Pasnen 3.2.5.4.2

Beneiit wim nouty Oenbiit KpucTai-
AMYECKH MOpoLIoK, noytH Oe3 3a-
naxa.

Jlerko pacTBopHM B Boxe, B 96 %
CMpTe U B METWICHXJIOPH/IE, NpaK-
THYECKH HEepacTBOPHM B adupe

A. UnadpakpacHblif cnekTp mpomyc-
KaHMsi MCHIEITyeMoro obpasua aon-
%EH COOTBETCTBOBaThH HH(ppakpac-
HoMy crniektpy npormyckanus CO -
toenona ruapoxnopuna (FP/127)

B. OnTH4eckas MIOTHOCThL HCITBITY-
€MOro pacTBopa B JMana3OHe [UIHH
sonH ot 200 M mo 400 HM mmeer
MakcuMyM okono 0,46 npu 290 HM

A




2.3 T1po3pavnocTs H

LBETHOCTh PacTBopa

2.4 Tlorepa B Macce
IPH BLICYIINBAHHH

2.5 Cynetarnas 30na

2.6 pH

2.7 Taxensie MeTan-
Bl

2.8 Conytersyrommue
IPUMECH:

- nurodenoroBas
KHCI0Ta

- mobas apyras
npUMeCh

- CyMMma npumecei
2.9 Ocraroynsie KO-
nUYeCTBa OpraHuye-

CKMX PacTBOpHTEIICH:

- METAHOJI

- ALETOH

- TONYOn

- 2-nmponaHon

2.10 KonuuecTBeH-
HOE OnpeaeeHue

F'®PBII, 2.2.25

I'®PBII, 2.2.32

'O PBII, 24.14

I'OPBIL 223

I'd PEII, 2.4.8,
meton C

I'®PBIIL 2.2.29

I'® PB I,
2.4.24,2.2.28

Turpumerpus

HJ1 P 0648C-2016
(penaxuus 2018 r),
Pasnen 3.2.5.4.2
Pasnen «ITpo3paunocTts
M [[BETHOCTh pPacTBOpa»
HJ1 P 0648C-2016
(penaxuusa 2018 r),
Pa3nmen 3.2.8.4.2
Paspnen «Iloteps B mac-
Ce IPH BLICYLIHBAHHHY
HJI PB 0648C-2016
(penaxums 2018 r),
Paznen 3.2.8.4.2
Pasnen «Cynbdarnas
3071a»

HJ1 P 0648C-2016
(pemaxuus 2018 r),
Paznen 3.2.5.4.2
Pasnen «pH»

HJI PG 0648C-2016
(pemaxuns 2018 ),
Pasnen 3.2.5.4.2
Paznen «Taxensie Me-
TaLTBI»

HJ1 P 0648C-2016
(penakuus 2018 r),
Pasnen 3.2.8.4.2
Passnen «ComnyrcrByio-
LHe [PUMECH»

HJ1 P 0648C-2016
(pemakums 2018 r),
Paznen 3.2.5.4.2

Pasnen «Ocrarounsie
KONM{YeCTBa OpranHye-
CKHX PacTBOPHTEEH
HJ1 PB 0648C-2016
(pemaxuus 2018 r),
Pa3nen 3.2.8.4.2

Pasnien «KonnyecrseH-
HOE OnpejiesieHuey

HJ1 PB 0648C-2016
(penakmms 2018 1),
Paznen 3.2.5.4.2

0AO § v
Crneundukala Ha HCXOHBIE MaTepUAb | . CJIC-KO-14-0270-12
K3EMNNAp [Crp3uss
Ne [TapameTpsr Metob! MeTtoauku Kpratepun npueMIeMoCTH
n/n KOHTPOISA UCTIBITAHHUH
C. Temneparypa I'® PRI, 2.2.14 | Pasgen «[lomunocts | C. O1 168 °C no 174 °C
MJIABIEHUS (npentHdukamus) C»

Onrtryeckas MIOTHOCTE He Oonee
0,15 npu 400 M

He 6onee 0,5 %

He Gonee 0,2 %

Ot 4,0 10 6,0

He 6onee 0,002 % (20 ppm)

He 6onee 1,0 %

He 6onee 0,10 %
He 6onee 1,0 %
[®PBILS54

He 6onee 3000 ppm

He 6onee 5000 ppm

He G6onee 890 ppm

He 6onee 5000 ppm

He menee 98,5 % u we Gonee 101,0 %
B [IEPecyeTe Ha CyX0e BEIECTBO

.
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CrieundKauns Ha HCXO/IHbIC MATEPHAITBI
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‘ Koa: CI13-KO-14-0270-12
Cyp4m3s

2.12 Muxpobuono-
rudecKas HHCTOTa!
- JUIS CTEPIIBHBIX
JIIT:

- ob1iee KoaHYecTBo

aspobos (OKA) u
ob1ee KONMUYECTBO
rputos (OKT) cym-
MapHO

- rpaMOTpHIIATE -
HBIX DakTepnii, TO-
JIEPAHTHBIX K JKEe/HH,
6o GakTepuii ce-
meiictea Enterobac-
feriaceae

- Pseudomonas
aeruginosa

- Staphylococcus
aureus

- JUIS HECTEPHIIBHBIX
JIIT:

- of1ee KOMM4ecTBo

I'd PBII,
2.6.12,2.6.13

COTIT-KO-12-059
MeTtoauka uCnbITaHui
AM-12-0270
COI1-KO-12-197

Ne [Tapamerpsl MeTos1 MeTouKH Kputepus npueMIeMOCTH

n/1 KOHTPOTA HCIILITAHWH]
**2 11 Baktepuans- | T® PBII, 2.6.14 | Meroauka ncnerranmit | He Gonee 0,14 ED na Imr mutode-
HBIE JHAOTOKCHHBI AMBE-12-0270 HOHA THAPOXJIOPHIA

I'®PBIL 5.1.4

He 6onee 10° KOE/r

OtcytctBue B 1 ¢
OtcyrctBue B 1 r

OtcyrcrBue B I v

asapobos (OKA) 10* KOE/r
- ofutee KonuyeCTBO
rpuGos (OKT') 10> KOE/r
- Escherichia coli OtcytcTBue B |
3 Ot16op npob - B coorsercTBIH CO -
CTaHJapTHON onepain-
OHHO NpoLeypoi:
COII-KO-14-057,
COII-KO-12-024
- O6beM KOHTPONLHON - - Al
npodsl apxuBHbIi o6pazen — 14,0 r
nmaboparopusiii o6pasen (CBK) —
200r
naboparopusiit o6pasen (CXH) -
20r
MBI
st creprabHbix JITT - 21,01
st HectepunbHbIX JIIT = 10,0 T
5 YcioBns XpaHeHHs - - B 3amuineHHoM OT CBETa H Bllary
MecTe
6 | Cpox rogHOCTH - - 5 ner

-




CrieundHMKaLMa Ha HCXOHBIE MATEPHATbI

0A0 BN KowponsHeh
ox: CIICEKO-14-0270-12

3K3€mﬂmp Cip.5u3 s

Ne [TapameTps! MeTroas! Metoanku Kputepun npueMIeMOCTH

n/n KOHTPO/Is1 HCIIBITAHUH

7 YnakoBka - - B 1BOMHBIE MOMTHITHICHOBLIC NTaKe-
THI, BIOKEHHBIE B TOTHITHIICHOBBIE
Bapabann!

8 Harortosurens — - R L Fine Chem Pvt, Ltd., Uumus

9 Kon - - 120153

*McnpiTanus NOJUTMHHOCTH W3 KaKA0# yrmakoBOYHOH €IWHMIBI Mepesl Bbuiauel B MPOU3BOJCTBO TPO-
BojuTH cornacao COIT-KO-14-056 metonom I'd PB 11, 2.2.40 Cnexkrpodoromerpus Smmkunero uudpa-
kpachoro auanasona ymu6o I'® PB 1, 2.2.48 Pamanosckas crektpomeTpus. KpuTepHH NpHEMIEMOCTH:
«CrnekTp McnsITyeMoro obpasia A0/KeH COOTBETCTBOBATH CMEKTPY NMHTOGEHOHA THAPOXNOPHIA, BHE-
cennoro B 6ubmorexy cnextpos BUK-anamsaropa mu6o cnextpoMerpa KonebaTelbHOro (paMaHoBCKOr0)

pacCesTHHAN.

**Hcnwiranne NPOBOAAT, €CIM MCXOMHBIH MaTepHal MpeiHa3HaycH [UIA MPOW3BOJACTBA JICKAPCTBEHHBIX
1IpenapaToB MapeHTEPaTbHOr0 MPUMEHEHHS.




