é% PA3PEIIEHUE HA BBUITYVCK
JEKAPCTBEHHOI'O CPEACTBA B OBPAINEHHNE
Ne 1264/22

(b()! -COII-2300-157/01-21
| Topronroe HAHMEHOBAINHE JIEKAPCTBEHNO-
10 cpeacTRa, JeKapeTRentas Gopma, 10~
3upoBKa, POPMA BLITYCKR

PUBOKCUR, PACMBOP O BHYMPUEEHIOZ0 BEEEHUN 20 sme/ain
5 wen, asnyaer (10), xopobin kapmonnbie

MesayHapoaHoe HemaTeHTOBAHHOC Huosun
panMenopamie (rPYNIHPOBOHHOC WK
XHMHUECKOE) | i .
Hosep cepun 1 240422 |
O6neM cepun . 12600 yn. )

..... JlaTa npou3ROICTRA : 04.2022
Cpok roaHoecT 3 roou

Iimup pc: ncrpduuomml 0 \"l{)ClUBch‘ 3 P NOOOSO20] om 29052007
HAIS B JIATA PErHCTpalui | Hama savienn 07.09.2020
Hausenopanie u aapee aepaxareis (ria- | Or‘rlﬁpwmuc URIUOHEPHTE cf(?:(;“.'(_'rlr.fz;
JeALIA) PerHcTPALHONIIONo YiiocTosepe- | «TASIBXUMBAPMy (OAO « JATBXHMDAPA ),
. Poccus, 680001, Xafiaposcxuu kpaii, o XaGaposck,
| va, Tawkenmexan, 22 |
I o el |
| Homep HOpMATHBHOI IOKYMCHTAE ‘ P NOOOSO2/01-070920
Mpoussereno, Ompsimoe akiuonepioe oiugecmso
| anpec IPON3BOACTBENHOI I TOUIaIKN i «HATBXHMPAPM» (OAO «TATBXIMD AP
] { 680001, Xabaposckuit kpai, ¢ ,‘(aﬁapnm'x
1 v Tawwenmeras, 22
C¥Vaakosano, Omrprimoe AKIfUONEEROE OB ecman
[ . J TIMD AP My (OAC « TATBXHMD AP My
| aspee IPOIROACT REHHOI MIOHIAAKY AATBXHMDAPD (0AO «TATBXUMPAP YL,
i 680001, Xataposckul kpau, 2. NaGaposck
! ) | wi. Tawwenmeran, 22
Brinyckaomii KOHTPOIL KavecTsa, | Omipsimoe aryoncpioe ofiyecmao
ajipec POIBOACTBEHHON ILTOUIAAKN «TATTBXUMBAPAy (OAO «AATEXHMPAPMy ),
’ w 680001, Xabaposckun kpati, 2 Xadaposck,
| ya. Tawkenmexas, 22
Hosep nacnopra, AaTa BblIa4y No 24/1353-22 om 06.03.2022
JlHuen3ns Ha ocyleCTBACHHE NPOHIBOI- N 00077-JIC om 19 cenmadips 2019 coda
CTBA JICRAPCTBCHHBIX CPCICTE
(..'(‘pTiI(t)liKaTbl I cepmm])zmamu COOMBCINCIMNBUR CHCMEMBI MEHCONCMCHM G KAYecmaea |
| ¢ CHCTEME CEPTHW®HKALIH PYCCKOIO PECHCTPA
A 10.2176.026, 19.2176.026/1, cpox deticmeus do 15.11.2022,

cepmudhuram coomgencnsin 6 Cnemeny Qooposoans e ¢
Kauu cucment smenedncmenia « CEPT-OCMy A0 'J'.i'f“‘ He
Ne OCM RU.Q4-C 21-160, cpox oeiiemeus dv 29,05 202
HacTodgums i NOATBEPAIAI0, UTO NPHBEACHHAA BhILIC MHPOPMALLAS SEIRETCH JOCTOBEPHON W TOUHOI
ansan cepus npowssenena u yraxosana na OAQO «/1AJ AbXUMDAPM» 1t 1 OCHOBAHUK TOFO, MTO
* CepUs NPOM3RENEHA B COOTRETCTRINY € AeficTByIOWMMH | Ipasiuiany Haanekaneit  nPoOHIBOACTRCH-
1HOM NPAKTHKM, AHUCHINCH HA HPOM3BOACTEO JICKAPCTBCHHBIN CPEACTB I TPE BOBAHMIAMI KOHTPOAS
KAYECTBA IEKAPCTREHHBIX CPEICTR,
* CepPHA OTBCHACT l])Lﬁ[)EE’lH MAM PErHcTPallMOHHOro HOCHE,
* OKYMENTAHHA MO AaHHON CepHI NPOLIA NPOBEPKY HA NOAHOTY H JA0CTOBCPHOCTE fibliaa visep-
SKICHA JTMLAMM, OTBETCTBCHHBIMH 32 MPOH3BOACTBO H KOHTPOL KadeCTsd
pazpeuiena K geinycky na meppumopiu Poccutickott Medepaniiu

.‘rf'u-

v uwmm:m;,mm. JIMLO;

HeGpuiopexas T.5. 06.03.2022
(DHOY {HOAsHE S ) (aata)




0AQ JAJTBXNIMPAPM»

Haumenobauue npenaparta mo HJ

Homep cepun (naprumn)
J1aTi 1poN3BOIACT Ba

I"oaen 10

HACHOPT N _24/1353-22_

Ofinee KoAWSeCTRO CTRAINN 2
crpannua |

PuOOKCHH pactrop 1as suytpusennoro

pBegeHus 20 mr/ma - 5 ma Nel

240422

04 22

04 25

Konnscecrso HNpoAYKUHH B CCPHH

(KT, UIT. H TJL)
Auajiii BeITOANEH (10

12 600 ym.

P NO00802/01-070920

(mammenosanue w nomep 1)

KauecTso npenapara rapanTHpOBaHo B TeHCHUE CPOKA FOIHOCTH TIpH coBMOACHUH YCA0BURA
XPAHEHHS B COOTBETCTBHH € NPEANHCANHEM B HCPACKPL TO/A OpHI HHAJIBHOT YIAKOBKC,

CNe | Hammenosauue
| n/n noKauTeseit
U | Onscanne

Tpebosannn HI

HI #a meToas nciuiTaimni ‘

Peivanrarnl
HCTBITARHI

poypaunniii HecupBeTHbI
win ¢aabo oxpamiennbiii pac-
TROp

P NOOGDBO2/01-070920

[ Ipospayini canbio

OKRPAICHHLIT paciBop

ra

| Moammocts

1. Bpemst yacpKupanuy oc-
HOBHOEO MUK 13 XPOMATO-
IpPaAMME HCHBITYEMOr0 pac-

| TBOPA LOAII0 COOTHETCTRO-

BATL BPEMEHH VICPKHBAHS
nuka pubokcHua na XpomMarTo-
rpaMme CTaRAAPTHOrO pac-
TBOpA

P NOO0B02/01-070920

I. Bpems yaepwnsanin |
OCHOBHOL'0 1THKA HA
XPOMATOrPAMME HCIIbI-
TYEMOI0 pacTsopa co- 1
OTBCTCTBYET BPEMCHH
YVAEPKUBANHS THKA PH-
BOKCHHA HAa XpoMaTo-
FpAMME CTARAPTHOTO

HJAH BLIICPAUBATL
cpaBHenHe ¢ ITajNoHoM Y@_

OMC.1.2.1.0006.15

pacTBopa
2.KauectBennbie peakunn (2) 2.MMopraepaienn
3. ITpospaunocts Jlosoken Guits NPOIPAHHBIM ' X1V, Tlposparnbiit
- O0dC.1.2.1.0007.15 o
4. LipernocTn Jomken 6LITL GecuBeTHbBIM re X1y, Mence yTanona Y,

5 pH 7,8 - 8,6 I X1V, 8,11
OMC.1.2.1.0004.15,
B HOTEHUIOMETPHUECKIT )
6, | Poacrsennsie Cymmapnoe coaepaHue rumno- P N0O00O8S02/01-070920
| npimecit KCAHTHHA W FYANOIHHA ~ rd X1V, 0,08 %
' ne Gozce 2,5 % OMC.1.2.1.2.0001.15 -
Cymma sena1enTROUIHPOBARHLIX . |
’ nplmcl:cﬁq- He t')r:mec 0.5% 0,05 % |
l i Cymma npumeceit -ne Goaee 3,0 % 0,13 % |

| Koamueernenioe
| Ollpe,ﬂ.eﬂc!“le

19,0 - 21,0 mr/ma

P N0O0O0802/01-070920
r'a X1V,
OWC.1.2,1.2.000L.18

20,4 mr/ma

8 CTepHiabHOCTh Jlouken BhUtepEHBATH 'd X1V, C‘l‘c;)mt‘mm:ﬁ/‘
o B i HEHBITANIH OMC.1.2.4.0003.15 an. N AAC
9. ’ Mg ocTh ' X1V, Anupareunniii 477 i
el o OQWMC.1.2.4.0005.15 | an. Ne ke |
10, | Wssaekacmuii He menee 5,0 ma I'e X1V, 5,0 M
\ obnin OMC.1.4.2.0003.15 o o
XHMHK-AHATHTHE _Jluxeuuuesa %““f P «29» 042022 ¢
(dpastnsmmn) {(noanfics) (nara)
Hauaawuug  mukpoduosto- Cycuxona IA/’* «&Wy % 20221
ueckoiil iatopatTopin (partuann) %y {anta)
AL 7 2L
Havanbuik  GapmMakono- LlaxoBuena e «7{“/» £q 20221
ruveckoit 1abopatopnu (hamuann) {nu.u?‘m;l (i)
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CTpanmia 1

HHE SIEK. NPENAPATA, KOMUCHTPAINN, ofibem
NPLARPATA B 31, HONMED COPIB, CPOK TOANOCTH.
Ha amwerwe-fianaepoin yeamanmor npeanpi-
eru TosapHsil Ak,
CTPANY NpPoMIROACTRA, Aapee W Texedon/darc
NN PIY FHR-APOHIBOAHT e, Toprosoe
HARMCHORANIE JEK, APCUAPRTA, MERIYHAPOI-
nOe HEMATENTORRINIGE  HANMENORANNE, ACK.
GOopMy, KOHUEHTPAUNM, HANMCHOBAKNE M KO-
AHMECTRO JRHCTEVIOUITD BEIUCCTHA W NEpEYetb
BCNOMOTATEALNLIX Deliecrs o 1 ma ppenapata,
OOLEN NPEIAPATA B MA, KOWNCCTRO AMIYS B
ynakoske,  «Crepuavmon,  «Buyrpunenmon,
«llpumenari. no wamaucnio spasan, «Xpa-
HHTE B HEAOCTYIINMOM fin aeTell Mecien, yeao-
AHY XPAHEHIS, YCAOAMA OTHYCKA, PEricTpaum-
oMb nosmep,  noprenoil koa, «Caeaydire
TPUTRIAEM O HICTPYKIIE D D DIMENEnIon,
Ha wopolee yenimanawr momep cepun o cpok
rOANOCTH.

JlonyckacTen noMep cepum M CpOK TOANOCTH
HAHOCHTR HA BTOpH Y (noTpefinTennckyrn)
YUAKORKY B Majie peanediuiy oTTHOKOBD HaM
METOAOM AENATIL

Tpi neofixaamsocru epeactan saenTHdukaunu
(kowTpossiniil  waenTngucaimommifil Ak,
nepeserHan MpoPMALIRY BANOCATCA: KopobKa
— MR ITHRETKY-Ganaepon.

HIHE-NPONIBOANICAL W

P NO0OOB02/01-070920

| THC-IPOHIBOANTE IS

e | Hauvenosanne | HJ| ua vevoam )
5 Tpedonanns HJL A = PesyabTrarTi nenwrranmii
n/n nokalarencii ! i MCOBITAHI > =
|
1. B"‘:::::::‘::ixa_ He Goaee 9 w3 315 wrys amuya wan re X1y, 3315 |
e 6oiee 23 w1 630 mTyK amMnya 4.2, 5. -
BRIKYEHHS . ) O®dC.1.4.2.0005.18 . -
Hesuanmuie me- e XIy
XaHuUeCKUe Uacrinne 2 1D sim - ne Goaee 6000/amn, ODC.1.4.2 0{;[]6 is 168/amn. |
Haeruu 2 25 mkm - ne Hoaee 600/amn, s e 2/amn. |
BETHYEHHA |
12, Ynakonka o & wa o asnyan rina LI wefirpaasmoro Mo & ma & amayas tuna L1 |¢¢l'¢rpn.m:n:-|
= A8 Hak GECHBETHIIG CIEKA TIEPBOro - crvexan © touxami mawaoma. flo 10 amnya |
POAHTHUECKOro KAACCA € TOMKAMH  HAL10Ma P Nonos“z"ﬂ l—{)'n’(‘QIu BMecte ¢ I"ll‘lll_Yh'llllPﬂ na npHweHenne B
nwan ko flo 10 awnya psecte ¢ un- kopofike w1 kaproma. Kopofixs  owaceia
ctpykumedt no npiseneinto 8 Kopobky 10 Kap- rikeTRni-fiaraepoano.
ToMa, KUI)')ﬁK‘_\ OKIAEHBAIOT ATHRETKOT-
Ganaepoano. o
3. MH[JKII[}UBKR A AMIYAC YKAIWBAIT 10ProBoe HANMEHORE- | Ha aMnyae YKHAIL TOPronne naumeioname

AEK. NPENRPATA, KonmuenTpanm, ofikem npe-
TNRPATA B WA, HOMED CEPIN, CPOK [RINOETI.

Ha vrwwerse-fannepom yxaiane npe 1Pt
itoera roaapunll nak,
CTPAMA TIPORIROICTAR, Anpec W Teaedon/ dave
PN PURT HE-BPONTHOINTEAR, Toprosae
HAUMEHOBRHNE  JeK, penaparn, Memayia-
poavoe HETIATeHTORANIIDE HAHMEHOBAINE,
JAER, ¢DpMﬂ. KOMUENTPAUMA, HAUMENOBAIIE 1T
KONMECTRO 1e{iCTRYIOUICrD Bewlect1ng o ne-
Petens NCNOMOrATE AN DOlUeCTs A | s
npenapata, ofines NPENBPATA B M, KO C-
€00 AMIYA B vrakonke,  «CTepuanienn,
aBuyTpunensoy, «lipusessin 0 wawmve |
MUK BpRtAn, «XpAnHTL B HENOCTYNOM Lu
aerei mectTen, Yononna APAMEHHN, YCIOBWR
OTOYCKA, PErHCT A0 WD
Boi Ko, «Cacayiite npuianraesioi mncrpyx
nHY no lellMclll‘llen.

Ha kopofiKe yKauamm momep cepun i cpok
roguocTy.

Homep cepiru o1 cpox roamocTn manecennn wa
ATOPHYMYH)  (Norpelurteanekyia)  ynpkonky
METOROM eaTe,

CPeacTnn  uaes ik s (Koirpom i
WAEHTHDRKAIOHHLIL Ak, nepemenian
HHBopmalwi) nanecenst: KapofiKa - ma -
xerky-bangepoan,

i Hostep,

Cpok rogsocTn

3rona

P N0O00802/01-070920

3 rona

Xpanenne

B saunmennom o7 chera mecte npn Temnepatype ot 15 4o 25°C,

Koutponnnutii macrep

Jarmouenne OKK:

(dasminn)

«Pubokcun pacTrop 149 BHYTPHBEHHOTO BBEMEHIs 20 MI/Ma - 5 ma Ne 10 »

cepust 240422 coornereryer rpebosannam P NO00802/01-070920
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