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O0uecTBO ¢ OrpaHNYEHHOH 0TBETCTBEHHOCTHIO
"Toprossiii Jlom " Teanma"
(000 "TA "Aeanma™)
Ouzuko-xumuueckas jaboparopus (©XJI)
10puauueckuii agpec: 142290, POCCHA, MOCKOBCKAS OBJIACTb, CEPITYXOBT,
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Mockosckas 0651, ITymuso , [py3osas yi1, nom 8, Ne 3.0, Ne 3.4, Ne 3.5, Ne 3.6, Ne 3.7/,

Ne3.7/6, Ne 3.8, Ne 3.9, Ne 3.10, Ne 3.11, Ne 3.12, Ne 3.13, Ne 3.14, Ne 3.17, No 3.18, Ne 3.15,

Ne 3.16, Ne 2.20, Ne 2.22, Ne 2.23, Ne 2.24, No 2.25, Ne 2.26, Ne 2.27, Ne 3.3, Ne 2.21
Tenedon: 8(495) 968-22-47, e-mail: td-delma@mail.ru
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Ceeienust 00 oGopynoBaHHH

CBH/1eTeJIBCTBO 0 MOBepKe/ATTecTaT/
Ceprudurar 0 kanubpoBke,
Cpok felicTBHS JOKYMEHTAa

HaumenoBaHue oGopynosanus,
3aBOJIcKOii HOMep

[Monnoe HauMeHoBaHue obpasua
(npo6sr) npoaykumn'

Texcapen® nHOGUIKM3AT 1 NPUTOTOBJIEHHS PacTBOpa Ul HHbeKIHit, 20 mr, 20 mr -
(naxoHs! (3 WT.) - a4k KAPTOHHBIE /B KOMIUIEKTE C PACTBOPUTENEM: BOAA ANIs MHbEKIIHi
(ammynbi) 2 MII-3 LUT.

Cepus'

BIE23012C, pacteoputens: BIE23016

HMaeHTHOUKALHOHHBIA KO
o0pa3ua (npobsi)

JIC25-0906/04/02

Hsroroeures'

BJIP ®apmacktotukanc Murepneiimenen ITst.JITa

IOpunuyeckuit agpec: Survey No. 51/1/1, 51/1/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4,
52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT - Vanseti Village, PO - Tajpura, Taluka-Halol, Dist.
Panchmabhal - 389 350, India

daxrrueckuit aapec; Survey No. 51/1/1, 51/1/2, 52/1, 52/2/1, 52/2/2, 52/2/2 (P), 52/4,
52/5, 53/1, 53/2, 53/3, 54/1, 54/2, AT - Vanseti Village, PO - Tajpura, Taluka-Halol, Dist.
Panchmahal - 389 350, India

Homep perucTpanuoHHoro
yRocTOBepenusi, 1aTa'

JIC-000295 ot 04.03.2010 (nata nepeotopmuenns PY 04.03.2025) seigano JI-p Pennu'c
JlaGoparopuc Jitn, Muaus

OcHoBaHHe AJA NMPOBEAEHHA
HCNBITAHHI

3asska Ha nposenenue ueneitannit 000 «JIP. PEJIJTU C JIABOPATOPUCY
Ne 9013496945 ot 09.06.2025 .

000 «JIP. PEIJIN'C TABOPATOPHC»
[Opuouveckuil adpec: 115035, r. Mocksa, OB4nHHHHKOBCKas Hal., A. 20, cTp. 1.

|

D, @axmuyeckuti adpec: 115035, r. Mocksa, OBUHHHHKOBCKas Hal., A. 20, cTp. 1.
HHH: 7707321227
000 «JIP. PEIIN'C JIABOPATOPUC»

3akazunk!’ FOpuduueckuii aopec: 115035, r. Mocksa, OB4MHHHKOBCKas Hao., A. 20, cp. 1.
Daxmuyeckuii adpec: 115035, r. Mocksa, OBunHHHKOBCKad Hao., a. 20, ctp. 1.

Ovbiep ofpasis (Hpofey 3assuteneM. OTBETCTBEHHOCTh 3a 0TOOp Npo0 HeceT 3asBHTENb.

BbIMOJHEH

JaTa nocrynjienns: o6pasua 09.06.2025

(po6n) B ®XJI e

JaTa Haya/a npoBefeHHs 09.06.2025

HenbITAHKUS (H3MepeHUs )

[Mporokon uctmitanuii Ne 21090625817 ot 09 urons 2025 r.
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JlaTa OKOHYAHHA MPOBeAeHHS
uenbITaHus (H3IMEpPEeHHs)

09.06.2025

JlomonHeHHs, OTKJIOHEHHS,
HCK/IIOYEHHS M3 MeToAa

| [lanHble MpeAOCTABIECHBI 3aKa3YMKOM
OTBETCTBEHHOCTH HE HECET.

PE3YJBTATHI HCIIBITAHUM

. 32 IOCTOBEPHOCTH HH(POPMALIMK, NPEIOCTABIEHHOH 3aKa34nKoMm, JlabopaTopus

3naveHHs NokasaTeeil HopmatHBHbIH | © =
Onpenensembie JAOKYMEHT, E E
nokasaTenu, HJ na metoab! periiaMeHTHpy s 2
eqHHHLb HCeMBITAHKI Pe3yabTaTel HCMBITAHKI I01IHiIT OLIEHKY 2 a
- Hopma mo HJI 5 =
H3MepeHuii +An nabopaTopHbIX 2 9
HCnbITAHHH e S
Onucanne JIC-000295- JInodunuzar: Jno¢unuzar: JIC-000295- C
040325 JIno¢unuzupoBaHHbIi JInodunuznpoBaHHbIi 040325
OdC.1.4.1.0007 MOPOMIOK JKEJITOTr0 ¢ MOPOLLOK EJTOro ¢
3eJ1eHOBATBIM OTTEHKOM 3eJ/IeHOBATBIM OTTEHKOM
LBerTa. LBETA.
Boja 11 HHBEKIHIA: BoJa Ui HHBEKIMH:
[Tpo3paunas GecuseTHas [Tpo3paunas 6ecupeTHas
JKHAKOCTh Ge3 3anaxa. JKHIKOCTh Oe3 3anaxa.
YnakoBka JIC-000295- JInodpunusar: Jivodunuzat: JIC-000295- &
040325 [lepBuuHas ynaKoBKa [NepBuyHas yNakoBKa 040325

O®C.1.4.1.0007

[To 20 Mr TeHOKCHKama BO
¢naxone u3 6eCUBETHOTO
crekna Tina I,
YKYIOpEHHOro npobKkoii 13
OpoMOYTUIIOBOH pE3HHEL,
06xaToii anFOMMHHEBBIM
KOJIMAYKOM ¢ KOHTPOJIEM
[epBOro BCKPHITHA H
TIACTHKOBBIM AMCKOM
MOBEPX ANIOMHHHEBOTO
KoJInavka.

Boja s HHBEKIMiA:
[lepBuyHas YNakoBKa

ITo 2 mn pacTBOpUTENS
(Boma An1st MHBLEKLIUIT) B
ammyJie u3 6eclBETHOTO
crexua, Tuma 1. Ha BepxHei
Y4aCTH aMITyNIbl HAHECEHa
TOYKA pa3/ioMa OpaHKeBOTo
LBETA.

[To 20 Mr TeHOKCHKaMa BO
¢nakoH u3 GeclBETHOrO
cTekna Tvm I,
yKynopeHHbIi MpodKoi 13
6pombyTHIOBOH pE3MHBI,
06xaToii antoMUHHEBbIM
KOJIMAYKOM C KOHTPOJNEM
MEPBOr0 BCKPBITHA H
MIaCTUKOBBIM JHCKOM
NoBepX AMIOMHUHUEBOTO
Konnayka.

Boja nna uHbeKLHL:
[TepBuyHas yraKoBska

Ilo 2 M pacTBOpuUTENA
(Boma i MHBbEKLUI) B
aMmnyny U3 6ecrBeTHOro
crekna, Tvn [. Ha BepxHeit
YaCTH aMITyJIbl HAaHECEHa
TOYKa pasnomMa
OpaHKeBOTO [1BETA.

BropuuHas ynakoBka

Ipu npouzsoocmae
Iencenma Hnay Canau ee
Tuoocapem AL .,
Typyus:

[To 1 ¢nakony ¢
npenapaTtoM H 1 ammysne ¢
pacTBOpHUTENEM
MOMEUIAIT B KACCETY U3
MOJAHBHHUAXIOpHAA. |
KacceTy BMECTe C
HHCTPYKLHEH 110
NpPUMEHEHHIO NOMEIIAoT B
nayky KapTOHHYIO.

Mo 3 ¢nakona c
npenapaToM H 3 aMmmyJibl ¢
pacTBOPUTENIEM

[potoxon ucnkrranuii Ne 21090625817 ot 09 nious 2025 r.
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ITo 3 ¢makoHa ¢
npenapaToM u 3 aMmyJisl ¢
pacTBOPUTENEM MOMELLCHBI
B KacceTy M3
MOJIHBHHHIXJIOpHAA. |
Kaccera BMECTe C
UHCTpYKLKeH no
MIPUMEHEHHIO MMOMEIIEHA B
MaykKy KapTOHHYIO.

MOMELIAIOT B Kaccery’ U3
noNMBUHHAXIOpUAA. 1
KacceTy' BMecCTe C
HHCTpYKIHEH mo
MpUMEHEHHIO MIOMEIIAIOT B
MayKy KapTOHHYIO.

Ipu npouszsodcmee B[P
PAPMACHIO THKAJIC
HHTEPHEHIL EHEJI
IIBTJITII., Hnous'

[To 3 dutakona ¢
npenapaToM M 3 ammylibl ¢
pacTBOpHTENEM
MOMELLAFOT B KACCETY U3
NoJMBHHUIXTOpHAA. 1
KAacceTy BMECTE C
MHCTPYKLHEH 110
NPHMEHEHHIO TOMELIAIOT B
na4yKy KapTOHHYIO.

ITo 5 ¢nakonos ¢
mpenapaToM U 5 aMmnyn ¢
pacTBOpPHTENEM
MOMELIAOT B KACCETY U3
MOJHBHHHIXJIOpUAA. |
KacceTy BMECTE €
HHCTPYKLHEH 110
MPHMEHEHHIO [TOMENIAKOT B
NayKy KapTOHHYIO.

MaprupoBka

JIC-000295-
040325
OdC.1.4.1.0007

ITpu npou3BoaCTBE
I'encenra [Tnau Canau Be
Tumxaper A.LLL, Typuus
Ha nepeuunoil ynaxoske
(»muremxe ¢naxona c
npenapamom) Ha pyccKom
A3ZbIKE YKA3LIBAIOM
TOProBOoe HAUMEHOBaHUE
JIEKapCTBEHHOTO
npemnapara ¢
npeaynpeiuTenbHO
MapKUpoBKoiH ®,

MEX Iy HAPOJIHOE
HEMaTeHTOBaHHOE
HaUMEHOBaHUE,
JieKapcTBEHHYIO Gopmy,
IO3HPOBKY, HAAIHCh
«CrepHIbHOY,
npeaynpeAUTENLHYIO
HaJMUCh « XpaHUTh B
HEIOCTYIHOM JUist AeTeit
MecTe.», HAaMMEHOBAaHNE H
cTpaHy (pupMbI-BIaenbLa
perucTpaLonHoro

Y OCTOBEPEHHS, €€
OrOTHI (JlaTHHULIEH),
HAUMEHOBaHWE W CTPaHy
(pHUpMBI-NPOU3BOAMTENS,
TEXHOJIOTHYECKHE MU
MpPOM3BO/ICTBEHHBIE
OTMETKH
(¢papmavueBTHUECKHI KOT,
KOJI MaTepHana), 1aty
MpOHU3BOJICTBA, HOMEP
CepuH, IaTy OKOHYAHHsA
CpOKa roJIHOCTH

JIC-000295-
040325

Iporokon ueneitanuit Ne 21090625817 ot 09 nions 2025 1.
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(Tonen no:).

Ha nepsuunoii ynarxoske
(na amnyne ¢
pacmeopumenem) Ha
PYCCKOM A3bIKE
YKazbigaiom HazpaH1e
pacTBOpuTelisl, 00beM
pacTBOPHUTENA B amIylie,
JIOTOTHI (PUPMBI-
BJIajienbla
perucTpalMoOHHOro
YAOCTOBEPEHUS
(naTHHULEH), HOMED
cepuu, 1aty
MPOU3BOJICTBA, AATY
©icTeueHHs CpoKa
roaHocTH (Cpok
rOAHOCTH:).

Ha emopuynoii ynaxkogke
(nauke kKapmoHHOU) HA
PYCCKOM A3bIKE
YKA3ZLI6AIOm

TOProBOE HaMMEHOBAHMUE
npenapara ¢
npeaynpeuTenbHOM
MapKupoBKoi ®,

Mex Ly HapOJiHOE
HernaTeHTOBaHHOE
HaHMEHOBAHUE,
JieKapcTBEHHYIO (opMY,
Ha/IITUCH «HECTEPOHAHbIH
NPOTHBOBOCTIA/TUTENbHBIH
npenapat, « CTEpUIBHOY,
KONIH4YEeCTBO (hIaKOHOB €
penaparom il KOJIM4eCTBO
aMITyJI C paCTBOPUTENIEM B
ynaKkoBKe, 103HPOBKY,
cocTaB npenapara, CocTas
pacTBOpHTENs ¥ ero 00beM
B aMMyJjie, ycrnoBus
XpaHeHus, crnocod
npuMenerns («Crocob
BBEJIeHUsA: BHYTPHBEHHO
WIH BHYTPHMBIIIEUHO.»),
npeaynpenTebHbIE
Hannucu («XpaHuTh B
HEIOCTYIHOM JU1A JIETE
mecte.», «Mepbl
[peIoCTOPOKHOCTH,
cnocol NpUroToBAeHUA
pacTBopa: CM.
UHCTPYKLMIO 110
NpUMEHEHHIO.» ), YCIIOBUA
OTIycKa, HaAnHch «® -
3aperucTpHpPOBaHHbIH
TOBapHBIi 3HAK.», HOMEP
CBMETENBCTRA O
perucTpaniy ToBapHOro
3HaKa, pemcmaumHHmﬁ
HOMeEp, HAUMEHOBaHUE U
cTpaHy (QupMbI-BIaje/IbIa
perucTpaluoHHOro
YIOCTOBEpEHNA, o
NOrOTHN (fIATHHHLEH),
HaHMEHOBaHKE H CTPaHy

Tpotokon ucnerranuii Ne 21090625817 ot 09 uions 2025 r.
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Ha nepsuunoii ynaxoske
(amuxemxe grakona c
npenapamom) Ha pyccKom
A3bIKE YKA3AHO TOPrOBOE
HAHMEHOBAaHUE
NIeKapCTBEHHOTO Mpenapara
c MnpefynpeIuTebHOM
MapKHpoBKOi ®,

MEX Ty HapOHOE
HEMaTeHTOBAHHOE
HauMeHOBaHHE (Ha PyCCKOM
H aHTIHHCKOM A3BIKE),
nekapcTBeHHas (opma,
J03UPOBKA, HAAMHCh
«CTepHibHOY,
npeaynpeaure/bHas
Haanuck « XpaHHuTh B
HEZOCTYIHOM JUIs ieTel
MecTe.», HAUMEHOBaHHE 1
cTpaHa GpUpMBbI-BlaeNbLA
PErUcTpalHOHHOTO
YAOCTOBEPEHHUS, €€ JIOrOTHII
(naTuHULEit),
HaWMEeHOBaHHE U CTpaHa

(DHPMBI-IPOU3BOAUTENA,
rnodanbHbIH
uaeHTH(HKALTOHHEIHT
HOMEp TOProBOii €IMHULIBI
(GTIN:), WwTpHX-KO1I,
TEXHOJIOTHYECKHE UITH
MPOU3BOACTBEHHEIE
oTMeTkH (Ko MaTepuana,
(hapmarieBTHYECKHH KOJT),
WTpUX-Kkoa B hopmare
DataMatrix 1 yHHKaNbHbIH
cepHiHBIH HOMED
BTOPHYHONH
(noTpebuTENBCKOM)
YNaKOBKH, AaTy
[POM3BOACTBA, HOMEP
cepuH, JaTy' HCTEUECHUS
cpoka rofHocTH (I"ofeH
J10%).

HononnumensbHo Ha
8mopuyHoll ynakoexe (Ha
nayke KapmoHHoTl) Ha
AHZNUTICKOM SA3bIKE
VKA3bi8AIOM TOPrOBOE
HaHMEHOBaHHUE MpenapaTa,
MEX(/1y HApOJHOE
HEMaTeHTOBAHHOE
HAaUMEHOBaHHE,
JIeKapCTBEHHYIO GopMy,
HaamucH «non-steroidal
anti-inflammatory drugy,
«Sterile», konuuecTso
(pr1akoHOB ¢ MpenapaToM u
KOTHYECTBO aMITyJl €
pacTBOpHUTEIIEM B
yNaKkoBKe, TO3HPOBKY.

I1pu npouseoictee BJIP
DOAPMACBIOTHKAIIC
MHTEPHENLLEHEJ KB
. OTH., Unaus

Ha nepeuunoil ynaxkogke
(amuxemxe ¢hnaxona ¢
npenapamom) Ha pycckom
A3bIKE YKA36IEAIOM
TOProBOE HANMEHOBAHUE
NMeKapcTBEHHOT0
npernapara ¢
npeiynpeanuTensHoH
MapKHUpoBKOIi ®,
MEXKyHapoaHOoe
HernaTeHTOBaHHOE
HaWMEHOBaHHe (Ha
PYCCKOM M aHTMTHHCKOM
A3blKE), IEKAPCTBEHHYIO
hopmy,

JO3HPOBKY, HAIMHCh
«CrepunbHOY,
npeAynpeuTeIbHYI0
HaIMHACh « XPaHUTh B
HEJIOCTYITHOM )15 JeTei
MecTe.», HAMMEHOBaHHUE H
cTpany (GupMbI-BAaaeNbLa
perucTpaLHOHHOrO

VY 10CTOBEpEHHS, €€

Tpotokon ucnibrtakmii Ne 21090625817 ot 09 nions 2025 1.
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(PHPMBI-MPOU3BOAUTEN,
BHYTpeHHIE KOkl GUPMBI
(ML Ne:, Code Ne ),
TEXHOIOTHYECKHE HITH
NPOH3BOJACTBCHHBIC
OTMETKH, HOMEp CEpHH, faTa
Npou3BOJCTBA, AaTa
HCTEYCHHSA CPOKa FOIHOCTH
(I'osex no).

Ha nepeuynoil ynaxoske
(amuremxe amnyiel ¢
pacmeopumenem) Ha
PVCCKOM A3blKe YKAIAHO
Ha3BaHHE PaACTBOPHUTENS,
o0beM pacTROpPUTENS B
amye, JIOroTHI PUPMBI-
BlIafeNbla
pErucTpalHOHHOT0
yIOCTOBEPEHHUS
(natunuei),
TEXHOJNOTHYECKHE MIIH
NPOU3BO/ICTBEHHBIE
OTMETKH, HOMEp CEepHH, faTa
MPOM3BO/ICTBA, JaTa
HCTEUEHUA CPOKA rOIHOCTH
(TomeH 10), BHYTPEHHHE
kol pupmet (ML Ne:, Code
No:).

Ha smopuuHoil ynaxkoske
(nauxe kapmonrow) Ha
PYCCKOM S3bIKE YKAZAHO
TOProBoe HaUMEHOBAHHE
npenapara ¢
npeaynpeauTensHoN
MapKupoBKoi ®,
MEXKAYHapoAHOe
HEnaTeHTOBAHHOE
HaHMEHOBaHHe (Ha PyCCKOM
W aHCIHHACKOM A3BIKE),
JiekapcTBeHHas (hopma,
HaAMUCH ¢ HECTEPOUIHBIH
[POTHBOBOCTIAIMTENbHbI
npenapat», « CTepuibHO»,
KOJIM4ecTBO ()IAKOHOB C
npenapaToM U KOJIHYECTBO
amItyJ ¢ pacTBOpUTENEM B
yMaKoBKe, N03HPOBKA,
COCTaB Mpernapara, CocTas
pacTBOpuUTENs U ero oobeM B
ammnyJe, yclnoBusa XpaHeHus,
cnoco® npuMeHeHHs
(«Cnocob BBecHHUA:
BHYTPHBEHHO HIH

BHY TPUMBILIIEYHO.»),
npeaynpeuTe/ibHbIe
HaamucH («XpaHUTE B
HEJOCTYTHOM JUId JIeTei
mecrte.», «Mephl
IIpeI0CTOPOKHOCTH, CIIOco0
MPUTOTOBJIEHHA PacTBOpa:
CM, HHCTPYKLHUIO 110
MPUMEHEHHHO.» ), YCIIOBUS

sorotamn (naruxuuei),
HAUMEHOBAHHE U CTpaHy
(hHPMBI-NIPOM3BOAKUTENS,
BHYTpPEHHHE KOJIbI (PHPMBI
(ML Ne:, Code Ne :),
TEXHOJAOMHYECKHE HIH
MPOU3BOJICTBEHHBIE
OTMETKH, HOMEp CepHH,
JaTy NpOU3BOJCTBA, AaTy
HCTEYEHUS CpoKa
rogaoctu (I"omeH 1o).

Ha nepeuunoii ynakogke
(amuxemre amnynel ¢
pacmeopumenem) Ha
PYCCKOM A3bIKE
YKa3blgaiom Ha3BaHKe
pacTBOpuUTens, 06beM
pacTBOpPHMTENA B amIlyne,
JOTOTHIT PHPMBI-
Bajenbua
perucTPaLOHHOTO
YAOCTOBEPEHUA
(natuHuLeil),
TEXHOJOrHYECKHE WU
TIPOU3BOACTBEHHBIE
OTMETKH, HOMEpP CEepUH,
OaTy NPOU3BOACTBA, AaTy
HCTEYECHUS CpOKa
roasocty (I"ofeH 10),
BHYTpEHHHE KOIBI (PUPMEI
(ML Ne:, Code No:).

Ha emopuunot ynarkoske
(nauxe KapmonHoil) Ha
PYCCKOM A3blie
VKa3bl6arom

TOProBO€ HAMMEHOBAHHE
npemnapara ¢
MpeaynpeuTeNbHOMA
MapKHpoBKoii ®,

MEJK Ly HApOHOE
HENaTeHTOBAHHOE
HauMeHoBaHue (Ha
PYCCKOM M aHITHHCKOM
A3BIKE), JIEKAPCTBEHHY IO
(opmy, HaaMHCH
«HECTEPOHIHBII
MPOTHBOBOCTIA/TMTENLHBIH
npenapaty, « CTEpHIBHOY,
KOJIU4ECTBO (PIIaKOHOB C
npenapaToM H KOJIHYECTBO
aMITyJ C paCTBOPHTENIEM B
ynaKkoBKe, 1031pOBKY,
COCTAaB Mpenapara, cocTas
pacTBopuTens U ero obbem
B amnyJie, yCIoBHsA
XpaHeHus, cnocod
npumeteris («Crocob
BBEJICHHUSA: BHYTPHBEHHO
WIH BHYTPHMBIILEYHO.»),
npefynpeAUTENbHbIE
HaanucH («XpaHUTE B
HeIOCTYTHOM M1 AeTei
MecTe.», «Mephl
NpeaoCTOPOMKHOCTH,
cnocod MpPUroTOBIEHHS

[porokon uenwrranuii Ne 21090625817 ot 09 uions 2025 r.
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OTIyCKa, HAAMUCE «® - pacrBopa: cM.
3aperucTpHpPOBaHHbI HHCTPYKLMIO 110
TOBAPHAKIH 3HAK.», HOMED [IPUMEHEHHIO.”), YCIOBHS
CBUIETENLCTBA O oTnycka, Haanuch «® -
perucTpaluu ToBapHoro 3apErnCTPHUPOBAHHBIH
3HAKa, pErucTpallioHHbIH TOBApHBIN 3HAK.», HOMED
HOMEp, BHYTPEHHHE KOJIbl CBHIETETBCTBA O
¢dupmst (ML Ne:, Code Ne ;) | perucrpauuy TOBapHOro
HAUMEHOBAHHWE U CTpaHa 3HaKa, perucTpalMOHHbI
(upMBI-BNAENbLA HOMEp, BHYTPEHHHE KOJIbl
PErucTpallHOHHOTO dupmst (ML Ne:, Code Ne
yIOCTOBEPEHHUS, €€ JIOroTUI | @) HAHMEHOBAaHHE W CTpaHy
(natuHULEH), ¢dupMbI-BIIajieNbIa
HaMMEHOBaHKE W CTpaHa perucTpaHoOHHOTO
(hUpMBI-IPOU3BOAUTENS, YAOCTOBEPEHHS, €€
raodanbHbIH JIOroTHI (TaTHHHLEH),
uaeHTH(HKALHOHHBI HAUMEHOBAHHE U CTPaHy
HOMep TOProBOii eAMHHLIBI (UPMBI-TTPOH3BOIUTENS,
(GTIN:), WTpUX KO, riobanbHeIit
TEXHONOTHYECKHE WIH UACHTH(UKALHOHHbIH
TIPOU3BO/ACTBEHHbBIE HOMED TOProBOH €HHHLBI
OTMETKH, LITPHX-KOJ B (GTIN:), wtpwux Kol,
¢dopmare DataMatrix u TEXHOJIOTMYECKHE HITH
WHIWBHTYabHbI A MPOU3BOACTBEHHEIC
cepuifHBIH HOMEP TOProBofl | OTMETKH, WITPHX-KOA B
eINHHULIBI, HOMEP CEePHH, ¢popmare DataMatrix u
aaTa Npou3BOACTBA, faTa WHIUBH Y ATbHbIH
HCTEUEHHA CPOKA TOAHOCTH | cepuifHblil HOMEp
(CopmeH fo). TOProBOi €IMHHIIB,
HononnumensHo Ha HOMEp CepHH, AaTy
6MOPUYHOT YNAKoeKe (Ha NpOU3BOACTBA, AATY
nauxke KapMoHHOI) Ha HCTEeYeHHs CpoKa
anenutickom A3vike ykazano | roaHoctH (lomen no).
TOProBoe HaUMEHOBaHUE Hononnumenvto na
nperiapata, MeXIyHApONHOE | 6mopuyHol ynaxoske (Ha
HelaTeHTOBaHHOE nayke KapmonHoil) Ha
HAWMEHOBAHUE, QHETUTICKOM A3bIKE
neKapcTBeHHas (opma, YKA3pl6aion TOProBoe
HajinucH «non-steroidal anti- | HaMMEHOBaHueE Mpenapara,
inflamm atory drugy, MEXIYyHAPOHOE
«Sterile», KOJIHYECTBO HenaTeHTOBAHHOE
(1aKOHOB ¢ MpenapaToM 1 HaUMEHOBaHHE,
KOJIM4ECTBO aMITyJl ¢ nekapcTBeHHY10 GopMy,
pacTBOpHTENIEM B YNIAKOBKe, | HaJmucH «non-steroidal
JI03UPOBKA. anti-inflamm atory drug»,
«Sterile», konuyecTBo
(dhakoHOB ¢ NpenapaToM U
KOJIMYECTBO aMITyJ ¢
pacTBOpHUTENEM B
YNaKOBKe, 03HPOBKY.
XpaHeHHe KOMILIEKTa XpaHeHHe KOMIIEKTa
— [lns yrnakoBKH 1o |
(hakoHy ¢ npenaparom u
1 ammyne ¢
PacTBOPUTENIEM B KAcCETe:
B opuruHaiIbHOM
ynakoBke ((hnakoH ¢
npenapaToM M ammyna c
pacTBOpUTENEM B MAYKE)
[IpH TeMMepaType He
Boime 25°C.
Ilna ynakoBki 1o 3
(bnakoHa ¢ npenaparom 1
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3 aMnyiel ¢
pPacTBOPHTENEM B KACCETe:

B opuruHanbHoif ynakoske | B opurunansuolii
(thnakoHkI ¢ NpenapaToM H ynakoBke ((hnakoHs ¢
aMIyJibl ¢ pacTBOPUTENEM B | IIPENapaToM M aMIyibl ¢
fayke) NpU TEMIIEPAType HE | PacCTBOPHUTENIEM B Mayke)
Beiie 25°C. npH TeMIepaTtype He
BbllIe 25°C.

— Jlna ynakoBku no 5
(h1aKOHOB € NpenapaToM U
5 aMOyJ ¢ pacTBOPUTENEM
B Kaccere:

B opuruHansHoit
ynakoBke ((JIakoHsl ¢
npenapaToM M amImyJbl ¢
pacTBOpUTENIEM B MauKe)
[pH TeMIepaType He

Boie 25 °C.
Cpox rogHoOCTH CPOK roaHoCTH
nuodunusara: 3 roga nuotunmusara: 3 rosfa
(l"open no 08/2026)
CpOk roJHOCTH BOJBI JUTA Cpok roiHOCTH BOJIbI JUIS
unbekunit: 5 ner (CofeH 1o | UHBbEKLMH: 5 sieT
08/2028)
Cpok rojiHocTH Cpok rogHocTu
kommuerTa: 3 rona (Comen | kommuexTa: 3 roja
1o 08/2026) Cpok rojIHOCTH

KOMITIEKTa ONpee/AeTcs
CPOKOM FOIHOCTH
JIeKapCTBEHHOTO
npenapara jisa
MEIHLIMHCKOrO
NpHUMEHEHH.

YcnosHble 0003HAUEHHA:
C - ofpa3el| 10 JaHHOMY OKa3aTEI/l0 COOTBETCTRBYET TPEOOBAHUAM HOPMATHBHOTO JOKYMEHTa
H - o6pa3ell o JaHHOMY [OKA3aTE/I0 HE COOTBETCTBYET TPEOOBAHUAM HOPMATHBHOIO JOKYMEHTa

BbIBOAIBI O COOTBETCTBUH clenanbl Ha ocHorauuu «[Ipasun mpunstus pewenns OXJI OO0 « T/ «Jlensmar

* _ MeHee/He 0OHapyseHo, B npe/ienax oOHapyKeHHUs, YCTAaHOBIEHHOTO HOPMATHUBHbIM JIOXYMEHTOM, YCTAHABIHBAIOLIHM
MpaBuna ¥ METOAbI HCMBITAHUH

MPUMEYAHHE:

JlanHble pe3y/bTaThl IPOTOKOA MCTIBITAHKIE PACIIPOCTPAHAIOTCA TOJLKO Ha 00pasell, MoABEPrHy Thlil HCILITAHUAM.
Hacrosuuii npoTokon He MOXeT ObITh OIHOCTHIO WM YACTHYHO Nepeneyatan 6e3 paspellieHis HeMbiTaTe/1bHOH
nabopaTopuH.

OTBeTcTBEHHBIH 33 0 OpMIIEHHE NPOTOKONA /j / Kynukosa M.A.
{noxmm:b} (D.H. O )

Koner npoTokoma
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