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000 «KOHUK PAPMACBLIOTUKAN NABEOPATOPU3»

o
b TGN

{Opuauueckui agpec:

Poccus, Mockea 127964, yn. Teepckas, 4.18, kopnyc 1, kab. 609
Ten/caxc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KIMM 7703550219/771001001 662 18 11

OI'PH 1057746834420

[MoaTBepkKIEHHE COOTBETCTBHSA

BBO3HMOI0 JIEKAPCTBEHHOr0 Npenapara TpefoBaHusM,
YCTAHOBJIEHHbBIM NPH €ro TocyaapcTBEeHHOM perHcTpauny

Ne 1 o1 06.10.2020

Cornacko IoctaHosnenns [1pasuTenscrsa PO or 26.11.2019 Ne1510 «O nopsanxe BBona B rpaxaaHckuii oGopor
JIeKapCTBEHHBIX PENAPaToB 1A MEIHLIMHCKOrO MPHMEHEHHAY.

Toprosoe HAHMEHOBAHHE

HOUMOJI®

Mex1yHapoAHOE HENATeHTOBAHHOE
HaMMEHOBaHHE (TPYNIHPOBOYHOE
MK XMMHYECKOE)

IlapaueramMon

JlexapcTBeHHas GopMa

pactBop ans HHGy3HH

Jlo3upoBKa

10 Mr/mn

Qopma BLITYCKa

pacTsop s RHQy3ui 10 Mr/Ma (paakon) 100 Mn X 1 (mayka KapToHHas)

Homep cepHH

11P20094

Obbem cepun 37803

Jarta Beloycka 06/2020

Togex mo 05/2022 (31/05/2022)

HauMmeHoBaHHE ¥ agpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOU3BOAMTENA Pharmaceuticals Ltd.), India

(Bce crannu NpoUM3BOACTBA)

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

IOunk dapmaceiotukan JlaGopatopus (Ortnenenue pupmer «[lx. b. Kemukanc
aupa apmacstotukanc Jita.»), Hunus

Huunam Cenrep, Kpeino “B”, 4 Drax, Xuna Caiikn Poya, Bopnu, Mymbait

400 030, MUraus

Site address
Apnpec NpoH3BOACTBEHHOM
MIOLIAAKH

Plot Ne. 4, Phase IV, G.1.D.C. Industrial Area, Panoli: 394 116, Dist. - Bharuch,
India.

VuacTok Ne 4, Qasa 1V, IWU.JLK. Mroactpuan Apea, TTanonu: 394 116, okpyr -
Bxapyuy, Huous

Homep u nara perucTpauHoOHHOTO
YILOCTOBEPEHHA

JIT1-000900 ot 18.10.2011

Homep HOpMaTHBHOH TOKYMEHTALHH

JIT-000900 -190717, Change Nel dated 20.06.2019

JI1-000900 -190717, M3m. Nel ot 20.06.2019

HaumeHosaHue H agpec nepxatens
PECHCTPALMOHHOTO YAOCTOBEPEHHA

Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

IOuuk @apmaceiotukan JlaGopatopus (Oraenenne ¢upmbl «Jx. B. Kemukanc
aua @apmacsioTHkanc Jita.»), Huaus

Huunam Centep, Kpbino “B”, 4 Drax, Xunn Caiikn Poyn, Bopnu, Mymbaii 400
030, Heaus

MeHeuKep N0 cepTig
o

C yBameHuex
Menexxep 2
no ceprHHUKA
000 «HOHHK

Qg%n‘opm» 7y
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UNIQUE PHARMACEUTICAL LABORATORIES
HHHK G®APMACHIOTHKAJ JABOPATOPH]
(A division of «f, B. Chemicals & Pharmaceuticals Lid.»)

[Oracienne Gupwit «/la. b, Kenrang o8 dupuackioTukanc Tram)
Bapak, Mysiizis 400 030, Hrax - Worli, Muinbat 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJH3A
QUALITY CONTROL DEPARTMENT
OT/IEX KOUTPOIA KAUECTBA

Name of the product

Hazpanue npenapats

| {FIMOL?® 100 ml LDPE bettle
{Solution for infusion 10 mg/m! )
HOUMON® daaxon u3 IIIHIT 100 ma
(pacTnop 213 nudyui 10 wMr/aw)

Registration certificate pumber

and date:
Homep PerncTpanioniore
YIOCTOBCPEHHA W jiaTa:

JIT-000900 o1 18.10.2011

Batch # 1LP240%4

Cepua Ne

Manufactured G6/2020 Valid to 0572022
TIponssCicHO l'oiicH 1o

Analytical Report Ne 17FP20001564 Date 11/07/2020
Ananurnuccruii Orver Ne Jlata

API, manufacturer of APL
HasumeHoBAHHE AKTHBHOH
cyBCTaHIH, HPOMIBOANTCNE

Paracclamol BP — Farmson Analgesics (a division of Farmson
Pharmaceutical Guj. Pvi. Ltd.), India

Llapaneramon Bp.@. ~ apucon AHRTLICIKC (Hoapazzenenue
apmcor QaprackroTHRa Iy LK. [er. Jira.), Huana

The analysis was carried out
according to Normative
document

Auanns suintoanen no HJL

TIT1-000900 -190717, Change Nel dated 20.06.2019
JITT-000900 190717, Hsm. Nel ot 20.06.2019

Manufacturer

(All manufacturing stages)
Tpon3soauTcIb

{Bee cTaauu NPOHIBOACTRA)

Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Lid.), India

[Ouuk Dapmacsiotikan JlaGoparopas (Orneacuue dupmer Wbk, B.
Kenmuxane 11 Qapmacpiotukaic Jitan), Huasa

Site address
AJpec NPOHIBOACTBEHHOMN
ILIQIIAAKH

Plot Ne. 4, Phase IV, G.LD.C. Industrial Arca, Panoli: 394 116, Dist. -
Bharuch, India.

Vuactok Ne 4, daza 1V, I'M LK. Maaacipuan Apea, Tlasons: 394 116,
oxpyr - bxapyu, Hugua

Storage Al temperature not exceed 30 °C.
XpaseHue Mps temnepatype He aeune 30°C,
Shelf life 2 years

2 roza

Cpok roasocTd

Crpaunuz 1 w3 5
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TEST RESULTS STANDARDS
HCIIBITAHHA PE3VJLTATHEI CTAHJAAPTHI e

Description Comply with requirements A clzar colourless w pale yellow solution.

Qnycanne COOTBETCTRYCT TPRDOBAHAN Lipospasunpii  pacieop oT Beciugerseio 10 CRETAC-
WEATOIO UBETA

Identification Keeps requirements The retention time of the principal peek in the
chromatogeam of the test solution should correspond to
that of the principal peak in the chromatogram of the
standard solution ot parecetamol
Bpems YACRAHBAHMA OCHOBHOIU 1IHRA HA

TMoaTHEHOCTS Buaepmusaet tpefopanna XPOMATOIPEMME HCIBITYSMOTO PACTEOPR NOTKHD

COUTBUICEBOBATD EPCMCHH YACPAGHBAIFS OCHOBHOTC nuxa
H XPOMATOIDaMMe CTanad PTHOTO paCTEOpPU NaPa e TaMoNa

pH 5.2 From 3,510 6.0

pH Or 35 06,0
Exiractable volume 1028 mli Not less than 100 ml
Hisaexacssiii ofivem 102,8 ma Ha menee 100 ma

Bacterial endotoxin

Less than 2.5 EU per | mi

Not more than 2.5 EU per | ml

baxTepuankHBIC
AHAOTORCHHEL Menee 2.5 ED na 1 M He Gonee 2,5 EJ ma | Mn
Sterility Sterile The solution should be sterile
CrepunsHOCTs CrepuabHbi Pacraop 20T%eH BLITE CTEPHIEHAIM
Particulatc matier
Mexangieckie BRINYCHUR Absent Particulate contamination should be absent by visual
Visible inspection
OrcyrereywrT MeXaHHUCCKHT BICTIOHEHHA JJO/IKHE! OTCYTCTBORATL npu
Bunumeie BHIVANLHOM KOHI PO
Invisible Particles = 10 pm: - The particles 2 10 wm: aversge number of parncles -
0 per container NMT 6000 per container
Particles 2 25 pm: - The particles 2 25 um: average number of particles -
0 per container NMT 600 per container
Hesnainie YacTrim = 10 muxpon: - Yacuisl = 10 MAKPOI: CPEAHEE KOAMHCLTHO 4aCTHU -
0/ aaxon ne fonce 6000/ dnaxon
Yacraum 2 23 Muxpo: - YacTuunt 2 25 MHUKPOH: Cpeaiice KOARYECTBO QACTHIL -
0/ daakon e Gonee 600/dnaxam
Clarity Keeps requirements Solution should not exceed the turbidity of reference
standard 1
[Tpozpaunocts BrinepkHpacT TpeHOBaHN PacTBOp HE fIOIDKEH NPLBWaa s ITAT0H MyTHoCTE [
Color: Does not exceed the reference | The color of the solution should not exceed the referenee
standard Y standard Y
[peTHOCTS: Hc npessitwaet 3tanoH Yy Oxpacka pPacTBoOpd HE J0AKNG [PERHTNATE OKPACKY

aranois Y

Abnormal toxicity:

AHOMAIBHEA TOKCHYHOCTE:

Non-toxic

Heroxei i

The solution should be non-toxic

PacTeop A0MKEH OBITE HETOKCHYCH

Crpannna 2 3 5
Russia




TEST
HCOLITAHHA

RESULTS
PEIYABTATHI

STANDARDS
CTAHJIAPTE]

Related substances!

~4  amvnephenol - not more than 0.5 %
. Any other unidentified impurity ~ not more than 0.2%

0.00 % - Total impurity - not more than 1.5 %
0.00 % - & — avstnodeenci — we Gonee 0,5 %
Poacreenmnue - Jobas apyrag HEMACHTRGHUAPOEARILE AIPHMECH — HE
TTPHMECH! 0.0 % Goace 0.2 ¥
_ - Cyuma npuyzceli - ne Gonee 1,5 % k
Assay of 99.4 % i.e. 9.94 mg/ml 90.0 % to 110.0 % of the labeled amount
Paracetamal: ie. 9.0 110 my/ml
KomstuecTaeHHOE 99.4 % 1.0, 9'94 MIrima or 90,0% a0 1100 %% 07 KOAHYSCTHA, }"Rﬂ:la.llﬁﬂt\o Hid
COnCpREHHC arikeTre, 1. 01 9.0 Ao 110 mrimn
Tupaleramona:
Puck S0 mL or 100 mL inw each glass vial (USP, type 1)
Y nakosxa 100 mL imo each low density | stoppered with a silicone-coated bromobutyl rubber swoppet
polyethylene vial scaled with snap cap. crimped with an aluminium cap with protective plastic tid.
One vial wrapped in cellophanc along | One vial slong with the package insert and a vial holder are
with the package insert are placed in afplaced ina cardboard box.
cardbeard box. or
Mo 100 s o raxos w3 noasyTraexa | 100 mL into cach low density polyethylene vial sealed with
MKW MIOTHOCTH,  YRYTOPCHHBI | snap cap.
IAUEAKUBAOLIMMCH KOATELKOM. One vial wrapped in cellophane along with the puckage
Onuw  $nakos 8 Uelioanosoi | insert are placed in a cardhoard box.
aficprice moMeleH B kapronnyo nadky | [lo 50 ma wm no 100 Ma B crexasrasil daaxon (USP, un
BMECTE C MHCTPYRUHCHR no npasiHe- 1), yxkynopennuit GpomGyTaaosod peamnoposi npodxoii ¢
IO, CHIHKOHOBBIM NOKpEITHEM, OCKaTansoR GTOMUHUCBEIM
KOAMEYKOM C 3AUIHTHOMN IACTHKOBOE KPLIUKOH.
Oane GNakoH ¢  WHCTPYKuMed 10 MPUMCHCHHIO M
ACPKATEACM GUIAKOHA MOMELIRIOT B KAPTOHHYIC NAUKY.
IR
[Mo 100 sa 80 guakon HS NOAHITHACH HEIKOA MIOTHOCTH,
yrynoperusil Ja0CIKHBLIONIHMES KO IAKOM,
Qaun uagon 8 uenodanosofi obeprie noMiuA0T B
XAPTOHHYI MUKy  BMecTIe ¢ HHCTpYKuued 1o
[PEMEHEIMI
Labelling following i ion 1s_specified | The following information _should be specified on the vial
Mapknpossa on the vial label in Russian: trade name label in Russiap: trade name with the symbo! &,
with the symbol ®, international non- international non-proprietary name, pharmaceutical form
proprictary name, pharmaceutical form |and strength {mg/mL), composition per ml of solution
and strength (mg/mL), composition per | (name and amount of the active substance, list of
mL of solution (name and amount of the | excipients), volume of the product per vial, information:
active substance, list of excipients), | “Sterile”, “For intravenous administration”, “# -
volumne of the product per viel | trademark™, storage conditions, Manufacturing license
information: “Sterile™, “For intravenous | number, baich number (Batch Na.), date of manufacture
administration”, “® - trademark”, | (Mfg. date), Expiry date, name and address of the
storage  conditions, Manufacturing | manufacturer Additionelly, the English logotype of the
license number, batch mumber (Batch | manufacturer should be included.
No.). date of manufacture (Mfg. date), | Additionally, the code of the packaging element (the
Fxpiry date, name and address of the location of the packaging code of the packaging clement
manufacturer. Additionally, the English | depends on the technical parameters of production lincs)
lugotype of the manufacturer should be should be specified.
included. Inscription  of alphanumeric  and graphical notations
Additionally, the code of the packaging | (technical information) for identification of the packaging
element is printed. material is allowed. Such inseription may be omitted.
Technical information may vary depending on the product
batch, printing and packaging equipment used.
- An indicator scale is cast on the low-density polycthylene
Crpaniiz 3 us §
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Ha aruxerke  ragons

Aibike VE&3AHO,

HE  PYCCKOM
TOpToROE

HIIMCHOBAEME ¢ MPCAYIPSANTCALEON
MapkupoBkOH B, MeKAyHapogHOS
HETATCHTORIHHOY HAHMEHOBAHUCT,

MeRaPCreHHYe Gopyy B IOIHMPOBKY
{mr/ma), coctes Ha 1 Ma pacteopa
(HAMMCHOBAHHE H KOAHYOCTHO
AXTHBHOTO HCILCCTRA, fepeTens
HCHOMOTRTCARHEIY BBLIICCTB}. Uﬁbﬂﬂ.
npenapare B0 GIAKOHE, HALIHCOH!
«Crepuasnion, 1A% BEYTPHECHHOTO
BBCACHMA», «B - TOBADHMIH 3HAK»,

VENORMA XPRHCHHA, HoMED
NPOKIBOACTECHHON  AHLEHIHH, HOMCP
cepHr {«Cepua Notw), Aata

wirorosnenin («lata wiron), «logen
a0»,  HATRAHME M aapec  QEpPMEL-
npoxzsoanTens.  JONoauuTenLHe  Ha
SHPEMHCKOM  AILIKE  YKA3AH  NOrCTHIT
PUPMEI-TIPOWIBOARTES.
JlononasurensHo YKA3aH O
YNAKOBOEHOLD IEMENTa.
Ha duazkone MeT0I0M JHTLE MUHECCHE
OPHCHTHPOBOUHAA MWIKAMA,

The following information is specified
on the cardboard pack in Russian: wade
name with the symbol ®, international
non-proprictary  name, pharmacceutical
form and steength (mg/ml), composition
per mL of solution, volume of the
product per vial, information: "Sterile”,
"For intravenous administration”™, "Keep
out of reach of children™, "Du not use
after the expiry date”, "® - trademark”,
“Instructions for use can be found inside
the package”, marketing status, storage
conditions, production license number,
Registration certificate number, batch
number  Batch  No.). date of
manufacture (Mfg. date), Expiry date,
name and address of the manufacturer,
bar-code.

Additionally, the following information
should be included in English: trade
name with the symbol &, intemational
nonproprictary name, pharmaceutical

form. strength, lopotype of the
manufacrure.

Additionally, the code of the packaging
clement is being printed.

it is additionally indicated: ZD code,
product code (“Prod. code:") and unigue
code (“Unig. code:™).

Ha kaponuoll NA4ES 13 PYCOXOM A3bIKE
VEARAHO! I‘Uprum:c HAHMCHOBAHHE €
NPCAYIPCANTENRHON MApEHpoBKOR &,
MERIYHAPOIHOT HCTATEH TOBBHEGE

vial,

Ha _ymsetre @naxoHa s DYCCKOM  RIBIES VEEALIBLIOT:
TOProBE0e HAHMCHOBEHHC C NpeayNpeaHIeiLHeR
MapKHpORKOE B,  MORIYHADOTIHOE  HCHATCHIOBAHHOL
HAUMCHOBRING, [JCKIPCTECHHYW diopMy ®  109HPOBKY
(sarimn), coctag Ha | Ma pacreopa (HAHMCHOBIHHE o
KONHYECTBO AKTHRHOIC BOIECTER, fepeueHs
BCLOMOTATCABHMA  BEIICCTR), o0BeM  [penapata KO
dmakene, weamuwen: «CrepuaLnos, «Jlns BAYTPHRCHHORD
BUeneHHA», «E - TOBAPHBIA THAK), YCNOBHA APAHCHIA,
HOMED  NPOMSHONCTBOHHONH  AHUCHIHH, HOMED  CepHu
(«Cepus Netw), gary warotoszesny («flara nar.i»), «l'oacu
0w, HEIBANME W 23pCC  EpMBI-DPOIBBOTMTLIA.
JIONOAEMTENBHO  Ha  anrmigiCKOM  R3bIKE  YKA3BIBAKT
NOrOTHN PRPMEI-TPOHIBOAHTENA.

JlonoaHuTCasHO YEAILIBAIOT KOA YIIAKOBOUHOTD HIEMCHTE
{M2CTO NAHECSHMA K02 YOAKOBOUHOTO IHCMEHTA JABHCHT
OT TEXHHYECKUX TAPAMETPOR NPOUIRONCTACHHMK THHUI).

Boimoxue  HaneceHMe  OyxBeHiO UiGpoBkIX K
rpadieckux  obosHayeHnrE  Beponit  (rexHmMuccKns
HHpopMatms)  as  pacHtRGHEAUMH  YNAKOBOUHOTO

METCPHATE. Tax e HANECCHHE MOWET OIC YICTROBATH.

Texunucckas  MHPOPMAUHS  MOKET  MEHATREN B
JAHHCHMOCTH or HPOHIBOACTREHHOH CEPHN,
HCHOABIYEMOIO nevaTHoro H YRaxOBOTHOIO
ofopya0BaHus.

Ha dnavone 43 NOARYIHACHE HHIKOR LIOTHOCTH METOLOM
NHTHY HEHECCHA OPHEHTHPOBOYKAN WKANA,

The following _information should be specified on the
cardboard pack in Russian: trade name with the symbol 5,
international non-proprieiary pame, pharmaceutical form
and streagth {mg/ml), composition per mL of solution,
volume of the product per vial, information: “Sterile”, "For
intravenous  administration™, “Keep out of reach of
children”, "Duo not use after the oxpiry dawe”, "8 -
trademark”, *Instructions for use can be found mside the
package”, marketing status, storage conditions, production
license number, Registration certificate number, bawch
number (Batch No.), date of munufacture (Mig. date),
Expiry date, name and address of the manufacturer, bar-
code.

Additionally, the following information should be included
in English: trade name with the symbol &, international
nonpropriclary name, pharmaceutical form,  strenpth,
logatype of the manufacture.

Additionally, the code of the packaging element (the
location of the packaging code of the packaging element
depends on the technical parameters of production lines)
should be specified.

Inscription of alphanumeric characters andior graphical
nofations for the identification of packaging material is
allowed. Such inscription may be omitted. Technical
information may vary depending on the product batch,
printing and packaging equipment used.

If 2I) code is applied on the package, the following
information should be additionally included: 2D code,
product eode (Prod. code) and unique code (Unique code).
The location of the 2D code can vary depending on the
technical parameters of production lines.

CHHOH ¢ _Ha CKOM . IBIBARI L)
TOPIOBOE  HAMMEHNOBAHHC  C©  DPCAYOPSINTEILHOM
MAPKHPOBKOH B, MEKAYHAPOJHOC — HEOATCHTOBRHHOC

HOMMEHOBAHUC, ACKIPCIBRHNYS  dopMy 8 A0WHPOBKY

Crpasmna 4 i 8
Russia




HAUMEHOBAHHE, ACKAPCTBCHINYI dopNy
W Avsuporky (MM, coctim ma 1 oaa
pacTropa,  olbeM  npenapara B0
daakone,  HagnueH:  «Crepiasnon,
«]ln8 BHYTPHBCHHOTD  HBEACHMSN,
«XPaHUTL B MCCTAX. HEAUCTYITHLLA 278
aeteiin,  «He monosasioBalr  NDCIC
HOTEWCHUS cpoka  roanocTn, o -
ToRApHLIl  AHAKy, «AHCTRYKUHE [0
ApHMCHCHAID HAXOJHTCA BHYTPH
YIAKOBERY, YCTORHA OTIYCKA H3 A0TCK,
YCAORWAA XPaHCHHA, HOMED
APOMIBOICTBCHHOH  AHLCHINY, HOMCP
PTHCTRALHOHNOFD YACCTORCPCHHS,
uomep cepunt («Cepun New), fara
marororaenus («flata wirow), «lonew
Ao,  HaIBaHMS ¢ anpes  upMel-
CPOIIBOIMTENR, WTPHX-KOIL
.«TL{)UOHIMI’&.’IHIO HA BHFAHHCKOM WIRIKE
VRAIAKO! TOPIOBOe HAWMCHOBAHME C
NpCAYNpEARTEALHOA MapknpoBKOR X,
MUY HAPOIHOE HCTETEHTOBAHHOE
HAUMCHOBANMC, [ACKAPCTBEHHY0 QOpMY
1 aosposry {mg/ml), oroTun dupue-
NpOUsBCAMTENN.

JOnoaHATEALHO YKASLH K04
ynaxﬁmqﬂoro DACMUCHTA.
JIOTOMHHTEIRHG YRAMMHE ABVMCPHBIA
ko1, xoa aporyra ("Kog npos:®)
yHixaILHEE k0 Yk, xoa:")

{mr/mny, coctan wa | owa pactsope, ofnew upcuupawm
$aakore. waanHcH: «Crepuapior, «lix BHYTPRACHECTO
BHCZEHUA Y, «XPEHUTE B MECTAX, HEAUCTYIIHALE A4 ACTEE,
«He HeMORpIORETE NOCTE HCTEYEHHA CPOKA TUAHOTTHY, «F
- TORADHRG  THAK», HIHCTPYKUMA 10 DRPUMCHEHHIO
HAXOAHTCA BHYTPH YUGKOBEMD, YCIO3HA OTIYTKE HI AITTCK,
YCAOBAA XPAHEHHS, HOMED HPORIBONCTACHIOH IHNCHINML,
HOMEP PErMCTPALROHHOND YAOCTOBCDCHHA, HOMED CCpHH
(«Cepua Nen), nata warotopnesns («Hara narow), «l'onen
403, HAIBAHUE H 2Jpec PUPMLETPOHIBOANTC/, WTPHA
s021.

JIOMOARMTEABHO  HE  ZHIIHACKOM  #3REC  YRAIBIBAKIT
TOPTOBOL HaUMEHOBARUE (4 NpeYNpPeaKTENLHOI
MapiupoBkOil B,  MEARYHAPOIHOS  HEMATCHTOBLIHOL
HaMMEHOBAHNE, JEKADCTRCHHYID  GopMy M ACIHPOSKY
(mg/ml}, noroTHn GHPME-NPUHIBOAHTENR.
JlonominTeiaio YKA3MBAKT KOX YNAKOBOYHOIO JEMCHTL
(MCCTO HAHCCEHNA KOUd }TIBKOHO'T.HU.FO PACMEUTE TABHCHT
OT TEXHHUCCKAX MRPAMETPOR IPOHIBOACTECHHRMX IHHH).
BolMOKHe HANCCCHHZ OYKDCHHO - URQPOBBIR  1/HIM
rpaduaecknx obosHavernit peponid 4ns HACHTHPUKALHE
VIAKOROMHOTO MATEPHATA HAXOAAUMCCR HE DHEOIMEX R
BHYTPEHUHX Kiananax ynakosxit Tag ®e HEHECCHHC
MOKET OTCYTCTBORATS.

Texnuuccxkas  HHOOPMEIMA  MOKET  MEHSTHRCS B

JARHCHMOCTH T NPOHIBOICTBEHHOH CCPHH,
HCNOALIYEMOID MEUATHOIO " YRAKOBOYHOTD
oSopyaosainA.

B cayune suseceHM#  HA  A2uKy  ABYMCPHOre  Koaa
AOMOAHHTCARHO YEAERNIT: S5YMCPHAIT KO, KO NpOAyTd
{"Koxa npan.:™) § yuuganshsil koa ("Yeuk, kox:”). Meero
HAHECCHMS ABYMCPHOIO KO3 MOWCT MCHATBCE H 3ABHCHT
0T TCXHUMECKIX NAPAMCTPOB APOMIBONCTHEHELIX JIHHHIL

Storage conditions
Yenopus xpasesna

At temperature not exceed 30 °C.
Tpn Temiteparype we Baiwe 30° C.

At temperature nat exceed 30 °C.
Ilpu Temnepatype He puime 30° C.

Shelf life 2 years 2 years
CpOoK roaHOcTH 2 roaa 2roaa
The above sample complics with the preseribed standards of quality.
Bumwyxmanmstii m')pneu OTRENALT YOTAHOBICHHB M CTREJIUPTAM KA'CCTES. @;Q_D\JH“' Lok
e
- "-_‘-P-— .
QUALITY CONTROL MANAGER
MEHETAKEP IO K JH0 KAMECTBA

Crpasuna S53 §
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QOO «KOHTROMHO-QHAMMTMYECKAS naboparopus

PAPMAHAAHNS-

FOLEGOTRAR PR SR e PERER

[poTtoxon Hermiranii Ne 1385/3 ot 6 oK1a0pg 2020 roga

Hauvenobanue npenapara:

HOIMOI®

<dopma BbIMy cKa;

(TTaparieTamour) pacTsop aa HHGY 31 10 Mr/mn (daacod) 100 Mo Ne 1
(IMauKa Kap ToHHAR)

IIponssoaure/m, crpana:

HOHHK TapMackloTiKan Jatopatopi (Otaenernie GrpMer " Tk B.
Kennxanc su @apmachromixanc Jta'"), MHmin

Cepust: 11P20094 | Haprus: | 37803 yit

JaTa BeImycka: 06.2020 _Cpok rognoctw:| 2 roxa | Tomen n0: | 035.2022

Konnuectso ofpatnos na HCNBIT AHMSE: 2 ynak. ] VIIH: 1385/3-20 Cocrosune | CooTsercTRyeT
| obpasios: TpeSoBaHHAM

Mecro oropa oipasios, HOMED H 1aTa AKTa:

OTGop np ok3BEIeH 3aKATUHKOM, Ciutan OO0 "TC TPAHCCEPBIIC™,
127282, r. Mocksa, Uepmsarckan vi., qom Ne2 cTp. 8, aKT Ne 66 ot
16.09.2020 r., oT6op nporsBenen & cooTBeTCTBHH ¢ ODC.1.1.0004.15ST D
XIII

ATA NOIY4eHHA 00pPAIIOB:

06.10.2020

HopMATHBHBIN JOKVMeHT:

JIIT 000900-190717 13m Ne 1 o1 20.06.2019

Perncrpanuonnnii HOMep:

JIOT-000900 ( maTa 3ameHbl 19.07.2017) 0T 18.10.2011 BbIaHO FOHMK
Papmacsieniikan JTaGopatopir: (Otaenerrie dupmbr " Tk B, Kempxaic 3HA
Dapmaceromikanc Jta.")

3afABHTE IL:

000 "HOHiK dapMacbiOTHRa T JlaSopaTopis”, Mockea, 127994, y.

Teepckan, . 18, k. 1. od. 609.

3aKATMHK HA NPOBeJeHHe HCNBITAHKA:

000 "FOHHK PapmachioTHR AN JlaGopatopHs” Mockea, 127994, yn.

Teepckas, 1. 18.k 1, od. 609.

OcHoBANHE 179 NpoBegeHUA HCTIBITAHHI:

Sasska Ne 66 ot 16.09.2020

O®C.1.4.1.0007.15

CTeRAHHBIH drakon (USP, Tum 1),
YKyTIopeHHbIiT GpomOy THIOBOT
PE3HHOBOH Mpo6koii ¢
CHITHKOHOBBIM TTOKPBITHEM.
00KaTAHHON AMIOM{HHERBIM
KOJIMauKoM € 3alHTHON

ILTAC THKOBOFT KpbIMKOIT.

O driakoH ¢ HHCTPYKLHeET Mo
TIPHMEHEHHIO H {epsKaTe eM
dnaxota nomemalor B KapToHHY 0
MauKy.

HIH

ITo 100 M1 Bo drnakoH s

TIO/IH3 THITEHA HH3KOT MT10THOCTH,
YKYTIOPEHHDII 3a I e/IKHBA oMM cA
KO/ITauKoM.

Omm dnaxoH B uemodaHosoft
oGepTke NoMemaloT B Kap TOHHY 0

Havaio HenbITaHHi: 06.10.2020 | Oxonuanne wenprranuit: | 06.10.3020
Ne HamvenoBanune MeToa HenbITaHKi TpeGopanusa k Ka4ecTByY M0 Perymbrarn:
nn NOKA3ATe 15 HOPMAT HBHOMY JTOKYMEHTY AHAJTH3IA
KA4eCTBA Mo JIIT 000900-190717 1r3m Ne 1 ot
HOPMAT HBHOMY 20.06.2019
JOKYMeHTY
I Onucanue T'® XIII, Ipospawrmiii pacTsop oT [Tpospaumbiii, GecLiBeTHBIR
OQC.1.4.1.0007.15 BecLIBETHOrO 0 CBETII0-KeJIToro pacTeop.
| LIBETA.
2 | Vmaxoeka I'<h X111, Mo 50 Mt wm o 100 M 8 ITo 100 mn1 Bo drakoHe 13

[IOJIHITHIIEHA HH3KOH IUIOTHOCTH,
YKYTIOpEHHBIH a1 e /IKHBAIO L{HMC A
KOJTIA4KOM.

Onvu dnakoH B Lennodarosoi
obepTie NomemeH B Kap TOHHY |0
[la“Ky BMeCTe ¢ HHCTPYKLMeN 1o
MPHMEHEHHIO.

Npotokon Ne 1385/3 or 06.10.2020

Crp. 11433




Ne HamveHoBaHHe I MeT01 HCIBITAHKEH TpeOoBAHKA K KA4ECTBY IO Pe3y/IbTaThl
wn MOKAATEIA | HOPMAT HE HOMY JJOKYMEHTY AHAJIH3A
KAYeCTRA M0 JIT000900-190717 msm Ne 1 oT
HOPMAT HBHOMY 20.06.2019
JAOKYMEHTY
MagKy BMECTE ¢ HHCTPYKLHE Mo
MPHMEHCHHIO.
3 | MapKHpoOBKA I'ep X111, M Ne 1 Ha amimeTke (.1aKOHA Ha Py cCKOM

O®C.1.4.1.0007.15

Ha smHreTre diakoHa Ha pyccKom
A3BIKE YKA3BIBAIOT: TOPTOBOE
HAHMEHOBAHHE ¢

NPEAYIpP eIHTENBHOH MapKHPOBKOH
®, MHH. nexapcTBeHHYI0 GopMy H
JO3HPOBKY (MI/MIT), cOCTaB Ha 1 Mn
pacTeopa (HaHMeHOBAaHHE H
KOM{YeC TRO AKTHBHOTO BellecTBa,
nepeticHb BCIIOMOTATETBHBIX
BellecTR), 00BEM MperapaTa BO
tmaxoHe, HAAMHCH: «CTepHIBHOD,
/171 BHy TPHBEHHOTO BBEJEHHA»,
«®- TOBApHbII 3HAK», YCIOBHA
XPaHeHHA, HOMep
MpOI3BOACTBEHHOH JIHLIEH3HI,
HoMep ceprH («Cepua Nein), nata
H3rOTOBNeHHA («aTa H3r.:»),
«l"o7eH Jo:»., HasBaHHe H azpec
HPMBI-TTPOH3BOTIHTEA.
OMOMHHTEIBHO HA aHIIHIACKOM
A3BIKE YKA3bIBAIOT JIOrOTHIT
(PHPMBI-TIPOH3BOIHTENA.
JIOTMOMHHTENBHO YKa3bIBAIOT KO
YITAKOBOYHOIO 3MIeMeHTa (MecTo
HaHeCceHHA KoJja YI1aKoBOYHOTO
371EMEHTA 3aBHCHT OT TeXHHYE CKIX
apaMeTp OB IPOH3BOACTBEHHBIX
JIHHHIA).

BosmosHO HaHec eHHE GyKBEHHO-
LHdP oBBIX H IpadHIec KX
obosHAYeHHIT BepCHIT (TeXHHYCCKaA
HHGOPMALIA) 1A HIACHTHOHKALIHH
YIaKoBOYHOTO MaTepHaa. Tak xe
HaHeceHHe MOKET OTCYTCTBOBATE.
TextHteckas HHOOPMALIHA MOKET
MEHATECA B 3aBHCHMOCTH OT
MPOH3BOJICTEEHHOI CepHM.
HCTIONB3YEMOTO MedaTHOTO H
YITAKOBOYHOTO 000PY710BAHHA.

Ha draxoHe 13 nonusmiieHa
HH3KOH MO THOCTH METOIOM JIHTBA
HaHeceHa OPHEHTHPOBOYHAN
MIKana.

Ha kapToHHO# NMayKe Ha pyccKoM
A3BIKE YKA3bIBAIOT: TOPTOBOE
HaHMEHOBAHHE C

TP eTYTIp EMTEIbHON MapKHPOBKOIT
®, MHH, nekapcTBeHHy0 (GopMy H
JIO3HPOBKY (MrAMn), cocTas Ha 1 mt
pacTBopa, o0beM Nperapara Bo
(naxone, HaarmcH: «CTEPHIBHO,
«J1nA BHY TPHBEHHOTC BBE/IEHHA,
«XpaHUTb B MECTaX, HEJJOCTY [THBIX
4 gereiy, «He Hernonb3oBaTs
Toci1e HeTeeHHsA CPOKa FOJHOC THD,
«®- TOBAPHLIH 3HAK,
«lTHCTpYKLIHMA MO MPHMEHEHHIO
HaXoUTCA BHYTPH YIIAKOBKHY,
YCJIOBHA OTITYCKa M3 allTek,
VCJIOBHA XPAHEHHA, HOMep

A3BIKE YKa3aHO. TOPToOBOC
HAHMEHOBAHHE C

TP €QYTIP €HTEIIbHOIT MAPKHP 0BKOF
®, MHH, nexapcTBeHHas dopma H
JIO3HpPOBKA (MI/MIT), COCTAB Ha 1 M1
pacTBopa (HaHMeHOBaHHe U
KOJIHYECTBO aKTHBHOI'O BEL[ECcTBa,
repedeHsb BCMOMOrAaTENbHBIX
BEIIECTB). 00beM MpernapaTa Bo
(drakoHe, HAAMCH: «CTePHILHON,
«J11 BHYTPUBEHHOTO BBEICHHA,
«®- TOBapHBIIT 3HAKY, YCIOBHA
XPaHEHIA, HOMEp

TP OH3 BOJC TBEHHOIT JILIEH3HH,
Homep cepri («Cepha Netw), gaTa
I3roToBAeHHA («JlaTa H3r. »).

«I omieH J0:»., HA3BaHIE H aapec
(DHPMBI-IP O3 BOJHTENSA.

A onoMHHTEILHO Ha aHTTHICKOM
A3BIKE YKa3aH JIOroTHIT (PHPMBI-

[1p OH3 BOJJHU TEA.

JLOMOHHTEIBHO YKa3aH Kog
YTMAKOBOTHOTO 3JIEMEHTA.

Ha du1akore H3 Mom3THICHA
HH3IKOH TUTOTHOCTH METOOM JIHTBA
HaHECEHa OPHEHTHUPOBOYHAA
HIKaJIa.

Ha KapToHHOMM IMayuke Ha pycckoM
A3bIKE YKA3aHO: TOProBoe
HaHMeHOBaHHE ¢

P eAYTIP €HTENbHOI MaPKHPOBKOH
®, MHH, nexapcTsetHas dopMa H
ZO3HPOBKa (MI/MI), cOCTaB Ha 1 M1
pacTBopa, 06beM Mperiapata Bo
dnakonre, HagrmicH: «CTEPHIBHOY,
<« BHYTPHBEHHOIO BBEJEHHAY),
«XpaHHThL B MeCTaX, HEJOCTVITHLIX
1A feTeit», «He Herony3oBaTh
r10¢1e HCTEHEHHA CpoKa MOJHOCTHY,
«®- TOBApPHBIIT 3HAK),
«IHCTPYKLIHA 110 MPHMEHEHHIO
HAXOJIMTCS BHY TPH YITAKOBKID),
YCI0BHA OTITYCKA I3 aIlTek,
YCI0BHA XPaHEHHA, HOMEp

[1p OH3 BOJIC TBHHOI JILICH3HH,
HOMEp PErHCTPALFOHHOIO
VACCTOBEP €HIA, HOMEpP CepiH
(«Cepma Ne:y), naTa H3rOTOBNEHHA
(«daTa 13r.:»), «ozeH 10,
Ha3BaHHe H ajpec PHpMbI-

[T OH3 BOJJATENA, IITPHX-KOZ,
JonoyHHTENBHO HA AHITITCKOM
A3bIKE YKa3aHO: TOProBoe
HAHMEHOBAHHE ¢

TP eYIIP eJIHTENBHOH MAPKHPOBKOIT
®, MHH, nexapcTBeHHax hopMa H
AosHpoBka (mg/ml), morotHn
HpMBI-Tp oI BOTTHTENA.

/oMo HHUTEIBHO YKa3aH KOA
VITAKOBOUHOTO 3/1EMEHTA.

Npotoxon Ne 1385/3 ot 06.10.2020

Crp.2u33




T R s

Ne | Hamvenosanme | Me_ro:l ITC}II;]’!’:«I;{H}{M Tpeﬁos.a;ml icmhaqec'rmrm Pe:vm'lb'rwa'r;l o
wn | OKA3ATe, 15 ' HOPMAT HB HOMY JJOKYMEHTY AHAJIHIA
| RauecTBA mo JOT000900-190717 113 Ne | oT
HOPMAT HBHOMY 200062019
AOKYMEHTY

TP GH3BOJCTBEHHOI JIMLIEHIHI,
HOMED PEMHCTPalMOHHOTO
VAOCTOBEPEHHSA. HOMEp ¢ epHI
(«Cepua No:»), 1ata H3roTOBTCHIA
(«Tara 131, :»), «of1eH Do:»,
HAa3BaHIie H a7pec PHPMBI-

NP OH3BOAHTENA, WITPHX-KO,
JIONOTHHTETbHO HA AT IHIiCKoM
MIBIKE YKAIBIBALOT, TOPTOBOE
HaHMEHOBAHHE ¢

TP ETTVTIP EAHTENBHOM MapKIHPOBKOI]
®, MHH, JiekapcTBeHHY 10 bopny H
Ao3HpoBKy (mg/ml), soromm
HpMBI-TIpOH3BOIHTE A
Henommensto yxasbigaoT KoJ
YITAKOBOYHOIO 3/IEMeHTa (MecTo
HAHECEHHA Ko71a YITaKOBOYHOrO
3MIEMEHTA 3aBHCHT OT TEXHHYECKILK
[1ApaAMETP OB NP OH3BOACTEEHHRBIX
JTHHHIT).

Bosmoato HaHec erie GykBeHHo-
LMt 0BBIX HHIH rpadiuecianc

00 03HaveHHIT BepcHit A
HACHTHRHKALIMH YTTaKOBOYHOTO
MAaTepHATa HaX ofANIHECA Ha
BHEIIHHX H BHY TP eHHHX KJ1allaHax
YNakoBKH. TaK ke HaHeceHHe
MOKET OTCYTC TBOBATS.
Texrmueckas HHPOPMALF1A MoskeT
MEHATECA B 3aBHCHMOCTH OT
MPOH3BOTCTBEHHOM CepHH,
HCTIONB3YEMOTO MEYaTHOTO H
VIaKOBOYHOro ofopy{oBaHHA.

B cityyae Hanec et Ha matcy
ZIBYXMEPHOI'C KOJJa IOMOHHTENEHO
YKasbIBalOT: IBYXMEpPHBIIT KoJl, Ko
npoaykTa («Koxn npoa.:») u
YHHKaJIBHBIA KOJ| («(YHHK. Kof:»).
MecTo HaHeCeHMA IBYXMepHOTo
KO/1a MOZKET MEHATHCA H 3aBHCHT OT
TEXHHYECKHX [1ap aMe TPOB
[IPOH3BOACTBEHHBIX JTMHMIL

Hawnecers! tmidpopsie 11
rpadiieckie oSosHaveHiv s
HIACHTHRHKALE M Y 1AKOBOMHOTO
MATEPHATA HAXO A LIHEC A HA
BHEIIHHX H BHY TPCHHHX K/TaIIaHax
YTTAKOBKH

Ha kapToHHoiT mauke
HOMNOHHTENBHO YKA3aHO:
ABYXMEPHBIH K071, KO Mpo;yKTa
(«Koa npop. ) 1 yHHKaTbHBIT Ko7
(«VHHK KoT»),

[IpeacTasneHHmbie Ha HCIbITAHIte 00paiLpt npenapaTa

"HOHMOJ® (Tlapaiieraman) pacTsop ang HHdy3uit 10 mr/vn (Griakon) 100

M Ne 1 (nayka kaptoHHas)' ¢ [IP20094 BLIZIEP/AKHBAIOT HCTBITEHHA M0 EYHCTIEHHBIM TNOKA3aTE/IAM Ka4€CTRA COrMACHO
ap ep

Tpebobatimam JIT 000900-190717 tam No

£ 7]

1 01 20.06.2019 («Ormicaries, «¥nakoska», «Mapkuposka»).

Pyxosonmrens oziena ofecrievers uermiratedi

Pykopomerrens FIT: CHETH Sl e
.mr?r;‘r;‘fmmﬁax i
APMARATNZ) <))

Ipivevarne: l

X 3THM HCTILITAHHAM,
3anpeuaeTcs Yac THHHOE HIT NofHoe KOTHpOBAHHE, T
Herbt TaHa NpoBeseHs! B COOTBETCTEIE ¢ COIT-0J1-14 «T¢
Tenmiepatypa (20-24)'C, paaHocTs (40-60) %

Mpotokon Ne 1385/3 o1 06.10.2020

Iafixe ey K. M.

Emsaposa T. E.

Ma Ge3 MACKMEHHOTO paspemenis FL
TpeSoBariA K NabopaTopHbM nomeneHHaM FJ1»

Crp.3u33




