CepTudukart cOOTBEeTCTBUS U aHATU3A ‘D

DELPHARM
Reims

Ceprudukar cOOTBETCTBUS

Crpanuna 1

Jlata meuatn: 19/06/20

10:08:57
IIpoxyxr: JIA3OJIBAH cupon

POCCHUICKAS ®EJIEPALMS

Peructpanmonnoe ynocroBeperne Ne: P N014992/02
DITAKOH 100 M

Kon 3aka3unka / Bepcust 702827 -003

Je#cTByromue BemiecTBa AMBPOKCOJIA TUAPOXJIOPU/ 30 mr/5 mi
Hopwmarusaeiii nokyment: P N014992/02-040310

IIponykt Ne: 319184

Ne maptuw/cepun 200343

Ne cepum aHrpo: 200343

Ne PerucTpaniioHHOTO YIOCTOBEPEHUS: M 15/292

EudraGMDP ccpuika Ha 1okyMeHT Ne: 71582

IIpousBojacTBeHHAS CIEHUDUKAIIHS: 83506_P330AI10101

Crenpukanus sl MPOBEJCHUS UCTIBITAHUI Rlts-2156v1

JlaTa mpou3BoICcTBA: 05 2020

JlaTa OKOHYaHHS CPOKA TOJTHOCTH: 05 2023

Pa3mep BBITyIIEHHOW CepuH: 79.240 E/l.

CepTudukalilnoHHOE 3asBICHUE:

«HacTosmmm noaTsepskaato, 4To BhIIeyKa3aHHAst MH()OpMAIHs SBISIETCS JOCTOBEPHOI M TOUHOM
¥ YTO BCE ATAIbl MPOU3BOJACTBA ATOH CEPHH TOTOBOW MPOMYKIMH OBLIM BBITIOJTHEHBI B ITOJHOM
cooTBeTcTBUM ¢ TpeboBanusiMu GMP mecTHbIX perynupytomux opranoB, EC u TpeGoBanusmu,
COJICPKALTUMHUCS B PETUCTPAIIIOHHOM YAOCTOBEPEHUHU CTPAHBI/CTPAaH Ha3HAYCHUA. [|OKYMEHTHI,
Kacaromuecda MHnpou3BOACTBA, YIAKOBKHW W aHAJIW3a CCpHUU, GBUHI MMPOBCPCHBI U TIPU3HAHBI
cooTBeTcTByrOIMMHU TpeboBanussM GMP. Ilo dakty m0ObIX OTKIOHEHHWH OblIa TPOBEICHA
IPOBEPKa, BOMPOCHI OBLIM 3aKpbITHl A0 BhIMycka cepun. Cepust Oblia  BBITyIICHA
YIIOJTHOMOYCHHBIM JTHIIOM).

VHOJIHOMOYEHHOE JIUIIO

Iloamuce Melanie HUYNH /
Delpharm Reims HOJIHCh
10 Rue Colonel Charbonneaux 22 UIOH 2020

51100 Reims. ®panums
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CepTudukart cOOTBEeTCTBUS U aHATU3A

S

DELPHARM
Reims
Hazpanue npoaykra: JlazonBaH cupon POCCUMCKAS ®EJIEPALIASA  Crpanuna: 2
Ipomyxr Ne: 319184 Kon 3aka3umnka / Bepcust 702827 / 003 [Jara negatu: 19/06/20
B 10:08:57
Ne maptuw/cepun 200343
Ne cepun Gamka: 200343
Crienuukanyst 1S MPpOBEACHUS UCTIBITaHUH. . Rlts-2156v1 Jlata mpousBoactaa: 12/05/20
IIpomsBoacTeennas cnenndukarmst Ne: 83506 P330AI10101 JlaTa ucteueHus cpoka
rogaoctr: 05/2023
Iloka3arens Hopma Pesynbrar
Onucanue IIpo3pauHblil UM TOYTH MPO3PAUHBIH, CooTBeTcTBYET
OCCIBETHBIH MM OYTH OCCLBETHBIH, ClIerKa
BA3KUI1 pacTBOp
3amax DpyKTOBEIHA, C apoMaTOM KITyOHHYHOTO KpeMa COOTBETCTBYET
IlBeTHOCTH pacTBOpa HcnpiTyeMblii pacTBOp OKpAIlIeH He OoJiee CootBercTBYyET
WHTEHCHUBHO, YeM 3TajoHsl B5 unu BY5
[Ipo3paunocTs pacTBOpa OmnasnecieHIus HCIBITyeMOTO PacTBOpa He CooTBeTCcTBYET
MIPEBBIIIACT OMaNeCIEeHITNIO dTasmoHa 11 0,572 NTU
pH 2,5-35 3,0
OTHOCHTENbHAS THIOTHOCTH 1,090 - 1,150 1,120
1,1199
TlopnuHHOCTB: XJTOpHIa TTomoxxureabHo CooTBeTcTBYET
TTogmuanocTh: N-A 872 CL (TCX) CoOTBETCTBYET CTAaHIAPTHOMY 00pas3ILy CooTBeTCcTBYET
omnmuuanoCTh: OeH30iHOI kucnoThl (TCX) CooTBETCTBYET CTaHAAPTHOMY 00pa3iry CootBeTcTByET
IomnuHHOCTE: OCH30WHOM KHCIOTHI COOTBETCTBYET CTAaHIAPTHOMY 00pasILy CootBercTBYyET
(BIXX)
Konungectsennoe onpeaencuue: 6enzoitnoit  153,0 - 187,0 mr/100 mu 169,5 mr/100 v
kucinoTel (BOXKX)
IMogmuanocTh: N-A 872 CL (BDXKX) CoOTBETCTBYET CTAaHIAPTHOMY 00pas3ILy CooTBeTcTBYET
Komnuectsennoe omnpenenenue: N-A 872 CL 570,0 - 630,0 mr/100 mn 594,0 mr/100 mn
(BIXX)
IIpomyxTsr pasnoxenus: N-A 873 CL He 6omnee 0,5 % <0,10 %

(BOXKX)

IIpomyxTer pasnoxenus: N-A 1777 CL
B0 4.7
IIpomyxTer pasnoxenus: N-AB 773 XX He 6omnee 0,2 %_ﬁ;f s/

(BIKX) f“z’/ «CaHodu Poccus» ||~
IIpoayKTel pa3nokeHus: e AMHUYHBINA He 6onee 0,2 %] 2| —— — I
HEeUJCHTH(OUIIMPOBAHHBIN IIPOAYKT 3« o\

pasnoxenust (BOXKX) :

[TpoxyKThI pa3iaoKeHHs: CyMMa IPOAYKTOB

pasznoxenus (BOXX)

OO6mee 9rciio adpoOHBIX MUKPOOPTaHU3MOB
(TAMC) (meTonuka EBp. @apm.)

OO611Iee 9rcio IPOXOKEBBIX U TNIECHEBBIX He 6onee 10! KOE/Mn
rpuboB (TYMC) (meronuka EBp. ®apm.)

Escherichia coli (metonuka EBp. @apm.) OtcyrctBue B 1 M

O0beM COEePKIUMOTO YITAKOBKH He 6onee 1 u3 50 00eMOB MOXKET OBITH B
nmuanaszone ot 91,0 mo 95,5 mir. O0bem He
MOJKET ObITh MeHbIe 91,0 M

O0BEMBI COZIEPIKUMOTO YITAKOBOK Cpennuii 00beM COEP)KUMOTO PABEH MITH
6ombire 100,0 M

°7 <0,10 %

<10 KOE/mn
<10 KOE/mn
OtcyrctBue B 1 M

COOTBETCTBYET

100,9 M




CepTudukart cOOTBEeTCTBUS U aHATU3A ‘D

DELPHARM
Reims

Hazpanue npoaykra: JlazonBaH cupon POCCUMCKAS ®EJIEPALIASA  Crpanuua: 3
Ipomyxr Ne: 319184 Kon 3aka3umnka / Bepcust 702827 / 003 [Jara negatu: 19/06/20

B 10:08:57
Ne maprun/cepun 200343
Ne cepun Gamka: 200343
Crienuukanyst 1S MPpOBEACHUS UCTIBITaHUH. . Rlts-2156v1 JHara npousBoacrea: 12/05/20
IIpomsBoacTeennas cnenndukarmst Ne: 83506 P330AI10101 JaTa ucredenus cpoka

roguoctu: 05/2023
[Ipumeuanus:

OreHka: COOTBETCTBYET HOpMaM crenu(uKanum

JlaTa ananu3a : 19/06/20  Tloamuck
Howmep ananmuza  : 391437 KonTposbs kauecTBa
AUDE POITRINE<noanucn>
19 UIOH 2020

"\ Sanofi Russia AQ
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DENb®APM
Penmc

NMPUNOXEHUE K CEPTU®UKATY AHAJTU3A
(ConpoBoauTtensHoe NMucbmo JlazoneaH 30 mr/5mn_83506)

HaumeHosaHue npogykra: JTASOJIBAH Cupon

Homep cepumn: 200343

GMID: 702827

[Oata nponssoactea: 12/05/2020

[opeH po: 05/2023

Ccbinka Ha Homep PY, 3apeructpupoBaHHoro B Poccun: 1 N014992/02

HaumeHoBaHne A®C (INN): AmbGpokcon rmgpoxnopug,

HasBaHue nponssoautena cybctaHuum: BIDACHEM SPA

Anpec nponssoacteeHHon nnowaakn: Ctpaga Ctatane 11 MNagaHa Cynepuope, Ne8

Utanua-24040 ®opHoso CaH [xoBaHHU, Bepramo

Mokasatenb «MMKpo6|/|onorv|qu|<a;| YUCTOTa» MOXeT OTCyTCTBOBaTb B CepTI/I(*)I/IKaTe aHanmsa
npon3BognTenA, HO OaHHbIN TecT nposoaAnNTCA MUHMMYM Ha 2 cepuax B roa.

MapKI/IpOBKa NONMHOCTbIO COOTBETCTBYET nocnegHemn yTBep)l(ﬂeHHOIZ BEPCUMN MaKeTOB YNaKOBKU U
MHCTPYKUMM No MeauUMHCKOMY MNpPpUMEHEHNIO. YnakoBka MOMHOCTbLIO CoOoTBETCTBYET CI'IeLI,Md)I/IKaLl,MI/I
HOpMaTMBHOVI AOOKyMeHTauun n nepemMmeHHas I/IH(*)OpMaLI,I/IFI HaxoauTCa B COOTBETCTBYHOLLUMX MOJIAX.

Hactoswmm s nogTBepxaat, YTo AaHHasi cepusi NMpoTecTMpoBaHa MO BCEM MokasaTesisiM KayecTBa,
nepeyYncrieHHbIM B crieundukauum HopmaTuBHOW OOKyMeHTauun (KpoMe TeX MCMbITaHWiA, KoTopble He
BbIMOJTHSOTCA Ha AaHHOV NPOW3BOACTBEHHOI MIoLWaaKe, a UMEHHO KpOMe UCMbITaHUIA Ha aHOMarbHYo
TOKCUYHOCTb M TECTOB C NepUoaNYECKUM KOHTPOSIEM).

Mognuck/gaTta: 22.06. 2020 /nognuck/
Nwmsa: Melanie HUYNH

[omkHOCTb: YNONMHOMOYEHHOE NNLO OTBETCTBEHHOE 3a BbINyCK




Certificate of Conformance and Analysis L&

DELPHARM
Reaims

Certificate of Conformance
Page: 1
Printed on:19/06/20
at:10:08:57
Product: LASOLVAN Syrup
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: P N014992/02

BOTTLE 100m1

Customer code - Version 702827 - 003

Active Ingredient(s) AMBROXOL HYDROCHLORIDE 30mg/5m1

Normative Document: P N014992/02-040310

Article No.: 319184

Batch/Lot No 200343

Bulk Batch No: 200343

N° of Manufacturing Authorization: M 15/292
EudraGMDP Document Reference No. : 71582
Manufacturing specification: 83506_P330AI10101
Testing specification: Rl1ts-2156v1

Date of Manufacture: 05 2020

Expiry Date: 05 2023

Batch quantity released 79.240 UN

Certification statement:

"I hereby certify that the above information is authentic and accurate and that all the manufacturing stages

of this batch of finished product have been carried out in full compliance with the GMP requirements of the

Tocal Regulatory Authority, the EU and with the requirements of the Marketing Authorization(s) of the

destination country/countries. The batch processing, packaging and analysis records have been reviewed and

found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch re%;:igﬁziﬁﬂ? T,
The batch has been released by a Qualified Person". FOES S

.)\ff/,c:.ﬁ'ﬁﬁ‘_\; QA N
Qualified Person Mélanie HUYNH
Signature mﬂ-

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France




Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup
Article No. .: 319184
Batch/Lot No.: 200343
Bulk Batch No: 200343
Testing Specification .

: Rlts-2156vl

RUSSIAN FEDERATION

Customer code - Version: 702827 - 003

Manufacturing Specification No.: 83506_P330AI0101

DELPHARM
Reims

Page: 2
Printed on:19/06/20
at:10:08:57

Date of Manufacture: 12/05/20

Expiry Date . . 05 2023

Tests Specifications Results
Appearance Clear to almost clear and colourless to Conforms
almost colourless slightly viscous
Tiquid
Odour Fruity. aromatic of strawberry cream Conforms
Colour of solution Not more intensely coloured than Conforms
reference solution B5 or BYS
Clarity of solution Not more opalescent than reference Conforms
suspension II 0,572NTU
pH 2.5 - 3.5 3.0
Relative density 1.090 - 1.150 1.120
1,1199
Identification: Chloride Positive Conforms
Identification: N-A 872 CL (TLC) Corresponds to reference Conforms
Identification: Benzoic Acid (TLC) Corresponds to reference Conforms
Identification: Benzoic acid (HPLC) Corresponds to reference Conforms

Assay: Benzoic acid (HPLC)
Identification: N-A 872 CL (HPLC)
Assay: N-A 872 CL (HPLC)

Degradation products: N-A 873 CL
(HPLC)

Degradation products: N-A 1777 CL
(HPLC)

153.0 - 187.0 mg/100m1
Corresponds to reference
570.0 - 630.0 mg/100 m)

NMT 0.5 %

NMT 0.2 %

169.5 mg/100m1

Conforms

594 .0 mg/100m1

<0.10 %

«CaHoou Poce

Sanofi Russia




Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup
Article No. .: 319184
Batch/Lot No.: 200343
Bulk Batch No: 200343
Testing Specification .

1 Rlts-2156v1

RUSSIAN FEDERATION

Customer code - Version: 702827 - 003

Manufacturing Specification No.: 83506 _P330AI0101

DELPHARM
Reims

Page: 3
Printed on:19/06/20
at:10:08:57

Date of Manufacture: 12/05/20

Expiry Date . : 05 2023

Tests Specifications Results
Degradation products: N-AB 773 XX NMT 0.2 % < 0.10 %
(HPLC)

Degradation products: Any unspecified NMT 0.2 % < 0.10 %
degradation product (HPLC)

Degradation products: Total degradation NMT 1 % < 0.10 %
products (HPLC)

Total Aerobic Microbial Count (TAMC) Not more than 10 raised to the power 2 < 10 CFU/m]
(EP Method) CFU/m1

Total combined Yeasts & Moulds Count Not more than 10 raised to the power 1 < 10 CFU/ml

(TYMC) (EP Method)

Escherichia coli (EP Method)

Volume of contents

Volumes of contents

CFU/m1
Absence in 1ml

NMT 1 in 50 volumes is permitted to be
in the range 91.0 and 95.5 ml

No volume is permitted to be less than
91.0 ml

The average volume of contents is equal
to or greater than 100.0 ml

Absence in 1ml

Conforms

100.9 ml

Date of Analysis : 19/06/20
No. of Analysis : 391437

Signature
Quality Control

anofi Russia AQ //
/
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APPENDIX TO CERTIFICATE OF ANALYSIS

(Cover Letter Lasolvan 30mg/ 5mi_83506)

Product Name: LASOLVAN Syrup
Batch Number: 200343

GMID:; 702827
Manufacturing Date: 12/05/2020
Expiry Date: 05/2023

Reference number to MA registered in Russia: P N014992/02

Name of API (INN): AMBROXOL HYDROCHLORIDE
Name of API manufacturer: BIDACHEM SPA
Address of manufacturing site:  Strada Statale 11 Padana Superiore No. 8

Iitaly-24040 Fornovo San Giovanni, Bergamo

The parameter “Microbiological purity” may be absent in the certificate of analysis, but this test is carried
out on at minimum 2 batches per year.

Labelling is in full compliance with the last approved version of packaging and leaflet artworks. Packaging
is in full compliance with the Normative Document specification and variable information is located in
corresponding fields.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification (except for tests which are not controlled at the plant, e.g. abnormal toxicity, or periodically
controlled tests).

Signature/Date:
Meélanie HUYNH
27 JUN 707 gz ) \25
Printed Name: 20 0 3[”5 f{uLEHO(bH rFoccusa» ‘,];3‘
i‘g\\ Sanofi Russia AO }f§

\ o
Title: &P._ir\ Qh@&e reﬂmp 3 \\ %ﬁ
o=k S

e

s

Delpharm Reims - 10 rue Colonel Charbonnsaux F-51100 Reims — Tel.: +33 (0)3.26.88.81.10 - Fax: 33 (0)3.26.88.81.11

Site Web: www.delpharm.corm E-Malil: reims@delpharm.com
S.A.S. au capital de 5.022.000 € - RCS Reims 503 653 818



O61LecTBO C OrpaHNUYEHHOM OTBETCTBEHHOCTbLIO

«LleHTp KOHTPON1A KayecTBa

PIONAID,

115478, r. MockBa, Kamnpcikoe ., 1.24, crp.2, Teun.: 8 (495) 781-20-42, 8 (495) 781-20-43

ATtTtecraT akkpeauTanuu Ne RA.RU.211KO01 o1 22.07.2015 ¢

Bceero ctpanmi: 3

__YTBEPXKJAIO
Havansnuk W1
000 «LIKK Broaaii(p» -

7

b8 SO e Y

IIporoxoa ucnbeitanuii Ne 4152 TII ot 06.08.2020

O0beKT UCNbITAHUI

JlazonBau®, cupomn 30 mr/5 mit 100 mu1, prakonsl (1)/ B KOMIUIEKTE ¢ MEPHBIM

CTaKaHIYHUKOM/ , TAYKHA KAPTOHHBIC

Cepust

200343

IIpeanpusiTHE-U3TOTOBUTEb,
cTpaHa

JHenbdapm Peitmc, Opannus

OcHoBaHHUe JJIs1 TPOBEAEHHSI
HCNbITAHUI

Hanpasnenue Ne 810t 05.08.2020

HaunmenoBanue u agpec
3asiBUTEJIsI

AO «Canodu Poccuss» 125009, r.Mocksa, yi. TBepckas, nom Ne 22

KonunuecTBo 06pa3uos 2 ym.
HopmaTuBHBIIf JOKYMEHT T1N014992/02-040310, uzm. Ne 2-9
Cpok rogHoctH 01.05.2023
OnpenesisieMble IOKA3aTEIH Hopmbl HI Pe3ysibTaThl HCIBITAHUIA
Onucanue (M3m. Ned ot 19.06.13) IIpo3paunas, 6GecuBeTHas,
OpraHoJenTu4eckuit CJIerKa BsI3Kas JKUJIKOCTh C
ITpo3paynas wiy NOYTH Npo3payHas, OeclBeTHas 3eMIISIHUYHBIM 3aIaxoM.
WJIY TTOYTH OeclIBETHAS, ClIeTKa BSI3Kast XHIKOCTh C
3eMJISTHUUHBIM 3aI1axoM.
YnakoBka (M3Mm. Ne6 22.10.14) ITo 100 M3 B CTEKJITHHOM
ITo 100 M min 200 MJI B CTEKJITHHBIE (DJIAKOHBI (y1akoHe THTApHOTO CTEKJIa C
SIHTApHOT'O MJIM KOPUYHEBOTO CTEKJIA C 6e3omacHbIM IS ieTei
0e30macHbBIM s JeTeil MIaCTUKOBLIM IUTACTUKOBBIM HABMHYHBAEMBIM
HAaBMHYMBAEMBIM KOJIIIAYKOM C pe3b00it u KOJITAYKOM C pe3b0oit 1
KOHTPOJIEM MEePBOTO BCKPbITHS. DllakoH KOHTPOJIEM MIEPBOTO BCKPBITHSL.
TIOMEILAIOT B KAPTOHHYIO MAYKy C MHCTPYKLMeH o | PyakoH MOMEILEH B KAPTOHHYIO
NPUMEHEHUIO U MEPHBIM CTaKaHUHKOM. Na4yKy ¢ HHCTPYKLHEH 1Mo
TIPUMEHEHHIO U MEPHBIM
CTaKaHYHUKOM.
MapkupoBka (M3m. Ne9 01 01.10.2019) Ha stuketke dakoHa Ha

Ha sTukeTke (hiakoHa Ha pYCCKOM SI3bIKE
yKa3bIBaeTCs:
B TOProBO€ Ha3BaHME MpEnapaTa ¢

PYCCKOM S3bIKE YKa3aHO:
B TOProBOE Ha3BaHUE
npenapara ¢

MpoTokon ucneitaHnin Ne 4152 T ot 06.08.2020

CrpaHuua 1 m3 3




NpeaynpeauTeIbHON MapKUpoBKoi ®
W JIeKapCcTBEeHHas popma

= MHH

m Jlo3upoBka

m 00beM Inpenapata (B M)

m jiorotun ¢pupmsl O U HAAMKCh
«SANOFI» (Ha aHITTMHACKOM SI3BIKE)
N Ha3BaHUE U CONEPIKaHUE
JEHUCTBYIOILETO BELIECTBA B 5 MJT
cuporna

W Ha3BaHUE U CTPaHA NPOU3BOIUTEIIS
B NUKTOrpamMMa

m HoMep cepuu «Cepus:»

m Cpok rogHocty «"oxeH 10:»

B BO3MOXKHO HaJIM4YMeE NPOU3BOACTBEHHBIX KOJIOB.

Ha xapToHHOI Iayke Ha pyCCKOM SI3bIKe
YKa3bIBaeTCH:

B TOProBOE€ Ha3BaHUE IperapaTa C
nperynpeUTeIbHOU MapKUPOBKOi ®

B JIeKapcTBeHHas Gopma

= MHH

N JI03MpOBKa

B «OTXAapKHUBAIOLIEE, MYKOJUTHUECKOE
CPEeICTBOY

B IS B3POCIIBIX M JAETEH ¢ 6 J1eT»

m «0e3 caxapa U CriupTay

m «C MepHBIM CTaKaHUYHKOM)

m 00beM npenapata (B M)

m jiorotun ¢pupMsl ¥ Hapnuck «SANOFI» (na
AHTTIUICKOM SI3BIKE)

m «J[11 npueMa BHYTPHY

W Ha3BaHUE U COEpKaHUE

JEHCTBYIOIIETO BEIECTBA B 5 MII

cupormna

m «IIpemapar comep>KHUT COpOUTOI, GEH30WHYIO
KHCJIOTY»

W YCJIOBHS OTITyCKa

B Ha3BaHUE U CTpaHa BJiaJeblia
PETUCTPALIIOHHOTO YIOCTOBEPEHHUS

N Ha3BaHUE U CTPaHA MPOU3BOIUTENS

N HOMEp PErMCTPALIOHHOTO YIO0CTOBEPEHHS
B IITPUX-KOJ

m «[lepe NpUMEHEHHEM NIPOUTHTE UHCTPYKIIUIO)
m «XpaHUTb B HEAOCTYIIHOM UIS IETEH MECTE»
W YCJIOBUS XpaHEHHs

m «C 3eMJITHUYHBIM BKYCOM)

m TabJuLa ¢ yKa3aHHeM BO3pacTa U CyTOYHOI
JIO3UPOBKH

N IIMKTOIPaMMbI

m HoMep cepur «Cepus:»

W Cpok ropHocTH «["oeH 10:»

W jiaTa npousBoAcTBa «[Ipou3BeneHo: »

m Bo3MoxxHO Hannune

MPOM3BOACTBEHHBIX KOJOB U 3aILUTHON
HaKJIEHKH C JIOTOTUIIOM KOMIIAHUH

W JIOTIOJIHUTENIEHO MOXKET ObITh HaHECEHA
UH(OPMALHS Ul MOHUTOPUHIa

JBWKEHHUS JIEKAPCTBEHHBIX MPENApaToB

OT MPOU3BOJMTENS 0 KOHEUHOTO ITOTPEGUTENS.

npeaynpeauTeIbHON
MapKHUpOBKOH ®

W JIEKapCTBEHHas (popma

= MHH

m Jlo3upoBka

m 00beM npemnapara (B MJ1)

m siorotun ¢pupmMel O ¥ HAIAMUChH
«SANOFI» (Ha aHrImiickom
SI3BIKE)

® Ha3BaHHUE U COJEpPIKaHNE
JENCTBYIOIEro BEILECTBA B 5
MJI cHpoTia

H Ha3BaHUE U CTpaHa
MPOU3BOAUTEIS

B IMKTOrpamMMa

m HoMmep cepuu «Cepusi:»

® cpok rogHoctH «["ozeH no:»
B BO3MOXXHO HaJIMYHe
MPOM3BOJICTBEHHBIX KOJIOB.

Ha xapToHHOI nauke Ha
PYCCKOM SI3bIKE YKa3aHO:

B TOProBO€ Ha3BaHHE
npemnapara ¢
MpeayNpeIUuTeNbHON
MapKUpOBKOH ®
W JIeKapCcTBEeHHas Gopma
= MHH
® J03UpOBKa
B «OTXapKHBaloLIee,
MYKOJIUTHYECKOe
CPEACTBOY
B «JUTSA B3POCITIBIX U feTel ¢ 6
b) (5 )

m «6e3 caxapa ¥ CipTay

m «C MepHBIM CTaKaHYUKOM)
m o0beM mpemnapata (B M)

W JIOroTUI (PUPMBI U HAAHCh
«SANOFI» (na aHrIMiicKOM
A3BIKE)

m «J[ns npueMa BHYTPbY
B Ha3BaHUE U CoJepKaHKe
JIeHCTBYIOIIEro BemecTBa B SMI
cupona
m «[Ipenapar comepxur
copOuron, 6eH30MHYI0
KHCJIOTY»
® YCJIOBUS OTITyCKa
B Ha3BaHUE U CTPaHa BJaJeJIblia
PEruCTPaLIOHHOTO
YIOCTOBEPEHHS
B Ha3BaHUE U CTpaHa
NPOU3BOAUTENS
B HOMED PETrUCTPALHOHHOTO
YIOCTOBEPEHHS
B IUTPUX-KOA
m «Ilepen npumeHeHueM
MIPOYTUTE UHCTPYKLIHIOY
m «XpaHUTb B HEIOCTYITHOM
JUTSL IeTel MecTey
W YCJIOBYS XpaHEHHUS
m «C 3eMJITHUYHEIM BKYCOM)

MpoTtokon ucnbitanuit Ne 4152 TIM ot 06.08.2020

CrpanHvua 2 u3 3




® TabJML@ C yKa3aHUEM
BO3pacTa ¥ CyTOYHOI
JIO3UPOBKU

B [TUKTOTPaMMBbI

m HoMep cepuu «Cepusii»

B CPOK rogHOCTH «"0fieH 10:»
W J[aTa MPOU3BOJICTBA
«IIpomnsBeneHo:»

OTaenbHO HaHEeCeHa
uH(pOopMaIus, KOTOPYIO
COZIEPXKHUT CPENICTBO
UIEHTH(DUKALUHI/KOHTPOJILHBI I
UIeHTU(QUKALMOHHBIN 3HAK, B
BHJIE€ NIEYaTHOTO YUTAEMOTO
tekcra (GTIN).

CpoK rogHocTu (M3m. Ne4 ot 19.06.13) 3 roga

3 roma
IPEACTABJIEHHBIE OBPA3LbI COOTBETCTBYIOT TPEFOBAHUSIM HOPMATHUBHOI'O JOKYMEHTA
ITO ITPOBEPEHHBIM IMOKA3ATEJISIM

Hpnmeqaﬂue: JaHHBIN IMPOTOKOJI HCCIIENOBAHUI KacaeTcs TOJIBKO 06pa3u013, TNMOABEPTHYTHIX 3THM HCCICAOBAHUAM.
YactuuHoe KOITMPOBAHHUE WJIU TOJIHAA MEpPeneyaTKa IPOTOKOIIA UCCIIEOBAHUI 3anpeueHa.

OTBETCTBEHHBbIE HCTIOJTHUTE/IH: . Kouyerkosa O.1O.

MpoTokon ucnbitaHuin Ne 4152 T ot 06.08.2020 CrpaHuua 3 u3 3
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