CepTnduKaT COOTBETCTBHUS U AHAIN3A D‘

DELPHARM
Reims
Ceprtugukat COOTBETCTBHS

Crtpanuna 1

Hata meuatn: 13/07//21

B 11:48:28

IIpomyxr: JlazonBan cupon
POCCHUICKAS ®EJIEPALTAS

Perucrpannonnoe ynocroseperne Ne: P N014992/03
OJIAKOH 100 mi

Kon 3aka3unka / Bepcus 785061 — 004

JelcTByroline BeecTBa AMBPOKCOJIA TUAPOXJIOPU/I 15 mr/5 mu
HopwmartuBHasiii nokyment: P N014992/03-180314

Aptukyn Ne: 320903

Ne maptun/cepun 210791

Ne cepun Ganka: 210791

Ne JIntieH3uH TPOU3BOJICTBA! M 15/292

Ne nokymenTta u3 6a3p1 EudraGMDP: 71582

[IponsBoacTBeHHAS CICTU(UKAIIHS: 83505_P330AI10101

Criermudukanys AJist IPOBEICHUS UCTIBITAHUH Rlts-2809v2

Jara npousBoacTBa: 062021

JlaTta okOHYaHUsl CPOKa TOJJHOCTH: 052024

Pa3mep BbImyIeHHOM cepuu: 77.525 ENl.

CepTudukaiinoHHOE 3asBICHUE:

«HacTosmmm noaTBepskaat0, YTo BhIIEyKa3aHHAs MH()OPMAIHS SIBJISETCS JOCTOBEPHOM M TOUHOM
U YTO BCE ATAIbl MPOU3BOJCTBA TOH CEPUH TOTOBOW MPOMYKIMH OBLIM BBITIOJTHEHBI B ITOJIHOM
cooTBeTcTBUM ¢ TpeboBanusMu GMP mecTHbIX perynupytomux opranoB, EC u tpeboBanusmu,
COJICPKAIUMHUCS B PETUCTPAIIHIOHHOM YAOCTOBEPEHUH CTPaHBI/CTpaH Ha3HaYeHUs. [|OKYMEHTHI,
Kacaromuecsa Mnpou3BOJACTBA, YIIAKOBKHM W aHAaJIM3a CCPHUHU, GBUHI MNPOBCPCHBI W TMPU3HAHBI
cootBeTcTBytonMMHU TpeboBanusasmM GMP. Ilo dakty m00bIX OTKIOHEHHH OblLIa TPOBEICHA
IPOBEpKa, BOMPOCHI OBUIM 3aKpbITHl 10 BbIMycka cepur. Cepust Oblia BBIIYIICHA
YIIOJTHOMOYEHHBIM JIAIIOM.

Y1IoIHOMOYEHHOE JIAIIO

TTozmmcs Julie CARETTE

<HoJANMUCHL>

. 15 U1OJIb 2021
Delpharm Reims

10 Rue Colonel Charbonneaux
51100 Reims. ®panims




Ceme]mKaT COOTBETCTBUA U aHAJIN3a

Hassanue IpoAyKTa: JlazonBan cupon

IIponykt Ne: 320903
Ne maptun/cepun 210791
Ne cepunm Oanka: 210791

Crneunduxanus Ui npoBeaeHus uctbitanuii.: Rlts-2809v2

ITpoussoncTeennas crnenudukarms Ne: 83505 P330AI10101

POCCUICKASI ®EJIEPALINST

Kopn 3aka3zumka / Bepcust 785061 / 004

2

DELPHARM
Reims
Crpanuua: 2

Hara nevatu: 13/07/21

B 11:48:28

[Jara npousBozacrsa: 10/06/21

JlaTa ucreuenus cpoka

rogHoctH: 05 2024

IToka3arens Hopma Pesynprar
Ornucanue [Tpo3paunsbIil WK MOYTH MPO3PAYHBIH, CooTBeTCTBYyET

O€eCIBETHBIM HIIM ITOYTH OECLBETHBIN, ClIETKa

BSI3KUI pacTBOp
3amax ®DpyKTOBBIH, C apOMATOM JIECHBIX SITOJ CooTBeTCTByET
L{BeTHOCTH pacTBOpa HcnpiTyeMblil pacTBOP OKpAIICH He Oojice COOTBETCTBYET

WHTEHCHUBHO, YeM 3TajoHbl BS unmu BY S
IIpo3paunocTs pacTBOpa OmnaJiecIeHINs HCIBITYEMOTO PacTBOpa He CooTBeTCTByeT

MIPEBBIIIACT OMAICCIICHITHIO dTaioHa 11 1,32 NTU
pH 2,5-35 3,0
OTtHOCHUTEIbHAS IIJIOTHOCTH 1,090 - 1,150 1,117

1,1167
ITonnuHHOCTB: XJIOPUBI ITonoxurenpHblid pe3ybTaT CooTBeTCTByET
HomnmuabocTh: N-A 872 CL (TCX) COOTBETCTBYET CTaHIAPTHOMY 00pas3ILy CoOTBETCTBYET
HomnmaHOCTE: 6eH30itHOI KucnoTe (TCX) CooTBETCTBYET CTaHAAPTHOMY 00pa3iry CooTBeTCTByET
[MoumHHOCTE: GEH30HON KUCIOTHI CoOTBETCTBYET CTaHIAPTHOMY 00pasiLy CooTBeTCTByET
(BOXX)
Konuyectsennoe onpezaencuue: 6ensoinoit  153,0 - 187,0 mr/100 mu 168,0 mr/100 M
kucnotsl (BOXKX)
HMomnmuauOCTE: N-A 872 CL (BDXKX) COOTBETCTBYET CTaHIAPTHOMY 00pas3ILy CoOTBETCTBYET
KommuectBenHoe onpeneneuue: N-A 872 285,0 - 315,0 mr/100 mn . 297,9 mr/100 mu
CL (BPXX) e
™

IIpomyxTsl pasioxenus: N-A 873 CL He 6omee 0,5 % 2. <0,10 %

(BOXKX)
IIponyxTsl pasnoxenus: N-A 1777 CL
(BOXKX)

/i
A
o

He Gonee 0,2 %

<0,10 %



CepTH(dUKAT COOTBETCTBHS M AHAJIN3A ‘D

DELPHARM

5 Reims
Haspanue npoaykra: JlazonBaH cupon POCCUUCKASA OEAEPALIA Crpanuna: 3
IIponykt Ne: 320903 Kon 3aka3uuka / Bepcus 785061 / 004 Hara neuarn: 13/07/21

B 11:48:28

Ne maptun/cepun 210791
Ne cepunm Oanka: 210791
Crneunduxanus Ui npoBeaeHus uctbitanuii.: Rlts-2809v2 [Jara npousBozacrsa: 10/06/21
[TpousBoxcTBennas crierudukanms Ne: 83505 P330AI0101 JlaTa ucreuenus cpoxa

rogHoctH: 05 2024

IToka3arens Hopma Pesynprar
IIpomyxTel pasioxenus: N-AB 773 XX He 6omee 0,2 % <0,10 %
(BOXKX)

IIpoyKThI pa3ioKeHUs: e TMHUIHBINA He 6omnee 0,2 % <0,10 %
HEeUeHTU(OUIIMPOBAHHBIN POIYKT

paznoxenust (BOXKX)

[TponykTs! pasnoxxeHus: cymma rpoaykros  He 6oxee 1 % <0,10 %
paznoxenust (BOXKX)

MI/IKpO6I/IOJ'IOl" NYCCKasd 4YuCcToTa

O61mee unciIo a3pobHBIX MuKpoopranusmos He Gonee 102 KOE/mi <10 KOE/mn
(TAMC) (metonuka Esp. ®apm.)

O01ee 9rcio APONOKEBIX U INIECHEBBIX He 6omee 10" KOE/Ma <10 KOE/mn
rpuboB (TYMC) (metonuka Ep. ®apm.)

Escherichia coli (meromuka EBp. @apm.) OtcyrcTBue B 1 M OtcyrctBue B 1 M
O0wem copepxumoro ynakoBku (100 ma)  He Gonee 1 u3 50 006pa3ioB MOXKeT HMETh CooTBeTCTBYET

00beM B auamnaszone ot 91,0 mo 95,5 mi. Hu
OJIMH 00pasel He MOXKeT ObITh UMETh 00BEM
mensbire 91,0 M

OOBEeMBI COAEPIKUMOTO YITAKOBOK Cpennuii 06beM COAEPIKMUMOTO PABEH HITH
ooubiie 100,0 M

IIpumeuanus:

O1eHKa: COOTBETCTBYET HOPMaM Clielin(pUKaLuU

Jata ananu3a :13/07/2021  Tloamwmch
Howmep ananusa 1404621 KonTtpons xauectBa

Aude POITRINE
13 UIOJI. 2021




%,

Aenbdapm Penmc

MpunoxeHue k ceptucdmkaTy aHanmsa
(conpoBoaMTenbHOe NMCbMO ANA Npenaparta

JlazonsaH cupon 15/5 mn_83505)

Ha3BaHue npoaykra: JNazonsaH Cupon
Homep cepuu: 210791

GMID: 785061

[aTa npou3BoacTBa: 10/06/2021
Expiry Date: 05/2024

Homep PermctpaunoHHOro yAoCTOBEPEHUS, 3aperncTpupoBaHHoro B Poccuiickont ®epepaumn: M N014992/03

Ha3zeaHne AOU (mexxayHapogHoe): AMBpokcona rmapoxiopua
Ha3saHue npoussogutens AOU: bupgaxem C.n.A.
Appec npoussogutens A®W: Strada Statale 11 Padana Superiore N8, Wtanusa-24040 Fornovo San Giovanni

(Bergamo), Utanus

Moka3aTenb <<MMKpO6VIOﬂOFVILIECKaF| YNCTOTa» MOXET OTCYTCTBOBATb B CepTVICbVIKaTe aHanmsa, HO [aHHbIN TecT

npoBoOANUTCA MMHUMYM Ha OBYX CEPUAX B roA.

MapkupoBka B MOJIHOM COOTBETCTBUM C TMOCNEAHUMWU YTBEPXKAEHHLIMU BEPCUSIMA  MAKETOB  YMaKOBOYHbIX
MaTepuasnoB U UHCTPYKLUMU NO MEAULIMHCKOMY MPUMEHEHMIO. YNaKoBKa B MOSIHOM COOTBETCTBUN CO CﬂeLqu)MKaLlMeVI

HOpMaTVIBHOl\/'I AOKYMEHTaUMn U nepemMeHHas VIHCbOpMaLI,VIFI HaHeCeHa B COOTBETCTBYOWMX NONAX.

[aHHbIM [OKYMEHTOM § MOATBEPXAald, YTO AaHHas cepus MpOTeCcTMpOBaHa MO BCEM MOKa3aTensM KayecTsa,
nepe4vyncneHHbiM B CI'IeLl,M(bVIKaLI,MVI HOpMaTVIBHOl‘/II OOKYMEHTauuu (3a WCKNTIOYEHMEM MapaMETPOB, KOTOpPblIE HE

KOHTPONMPYIOTCA Ha I'IpOVIBBOﬂCTBEHHOl‘;I nnowanke, TakKuMe KaK aHOMallbHasa TOK

7 WM TECTHI,

BbINOJIHAEMbIE ﬂepVIOﬂVILIECKM)

Moanwvce/daTa: nognvce

15 nroJid 2021

Nmsa: Julie CARETTE

LNOMKHOCTb: Yrro/1HOMOYEHHOE /INLIO

Delpharm Reims - 10 rue Colonel Charbonneaux F-51100 Reims - Tel.: +33 (0)3.26.88.81.10 - Fax: 33 (0)3.26.88.81.11 Site Web: www.delpharm.com E-Mail:
reims@delpharm.com
S.A.S. au capital ce 5.022.000 €- RCS Reims 503 653 818
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DELPHARM
Reims

Certificate of Conformance and Analysis

Certificate of Conformance

Page: 1
Printed on:13/07/21
at:11:48:28

Product LASOLVAN syrup
RUSSTAN FEDERATION
MARKETING AUTHORIZATION No: P N014992/03
100m1 bottle

Customer code - Version: 785061 - 004

Active Ingredient(s): AMBROXOL HYDROCHLORIDE 15MG/5ML

Normative document: P N014992/03-180314

Article No 320903

Batch/Lot No . : 210791

Bulk Batch No: 210791

N°® of Manufacturing Authorization. M 15/292
EudraGMDP Document Reference No.: 71582
Manufacturing specification: 83505_P330AI0101
Testing specification: R1ts-2809v2

Date of Manufacture: 06 2021

Expiry Date: 05 2024

Batch quantity released: 77,525 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
local 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 release

The batch has been released by a Qualified Person".

Qualified Person Julic CARETTE

Signature
15 JUIL. 20

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup
Article No. .: 320903
Batch/Lot No.: 210791
Bulk Batch No: 210791
Testing Specification

: R1ts-2809v2

RUSSTAN FEDERATION

Customer code - Version: 785061 - 004

Manufacturing Specification No.: 83505 P330AI0101

2

DELPHARM
Reims

Page: 2
Printed on:13/07/21
at:11:48:28

Date of Manufacture: 10/06/21

Expiry Date : 05 2024

Tests Specifications Results
Appearance Clear to almost clear & colourless to Conforms
almost colourless slightly viscous
syrup
Odour Fruity, aromatic of woodberry Conforms
Colour of solution Not more intensely coloured than the Conforms
reference solution B5 or BY5
Clarity of solution Not more opalescent than reference Conforms
suspension II 1,32NTU
pH 2.5 - 3.5 3.0
Relative density d(20/20) 1.090 - 1.150 1.117
1,1167
Identification: Chloride Positive Conforms
Identification: N-A 872 CL (TLC) Corresponding to standard Conforms
Identification: Benzoic Acid (TLC) Corresponding to standard Conforms
Benzoic acid (HPLC) Corresponding to standard Conforms

Identification:

Assay: Benzoic

Identification

Assay: N-A 872

acid (HPLC)

N-A 872 CL (HPLC)

CL (HPLC)

Degradation products: N-A 873 CL

(HPLC)

Degradation products: N-A 1777 CL

(HPLC)

153.0 - 187.0

Corresponding

285.0 - 315.0

NMT 0.5 %

NMT 0.2 %

mg/100m1

to standard

mg/100 ml

168.0 mg/100m1

Conforms

297.9 mg/100m1

< 0.10 %




Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup
Article No. .: 320903
Batch/Lot No.: 210791
Bulk Batch No: 210791

Testing Specification R1ts-2809v?2

Manufacturing Specification No : 83505 P

Customer code - Version: 785061

RUSSIAN FEDERATION
- 004

330AI0101

2

DELPHARM
Reims

Page: 3
Printed on:13/07/21
at:11:48:28

Date of Manufacture: 10/06/21

Expiry Date : 05 2024

Tests Specifications Results
Degradation products: N-AB 773 XX NMT 0.2 % <010 %
(HPLC)
Degradation products: Any unspecified NMT 0 2 % < 0.10 %
degradtion product (HPLC)
Degradation products: Total degradation NMT 1 % < 0.10 %
products (HPLC)
Microbiological quality: Total Aerobic NMT 10 raised to the power 2 CFU/ml < 10 CFU/m]
Microbial Count (EP Method)

NMT 10 raised to the power 1 CFU/ml < 10 CFU/m]

Microbiological quality: Total Combined
Yeasts / Moulds Count(TYMC)(EP Method)

Microbiological quality: Escherichia
coli (EP Method)

Volume of contents (100 ml)

Volumes of contents (100 ml)

Remarks:

Evaluation: Conforms with Specifications

: 13707721
© 404621

Date of Analysis
No. of Analysis

|
|
|

Absence 1in 1mil

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

No volume 1is permitted to be less than
91.0 ml

The average is >= 100 0 ml

Signature
Quality Control

*TAude POITRINE P @
KR ane

Absence in 1ml

Conforms

101.0 m1




APPENDIX TO CERTIFICATE OF ANALYSIS

(Cover Letter Lasolvan syrup 15mg/5mi_83505)

Product Name: LASOLVAN syrup

Batch Number: 210791

GMID: 785061

Manufacturing Date: 10/06/2021

Expiry Date: 05/2024

Reference number to MA registered in Russia: P N014992/03

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

ltaly-24040 Fomovo 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 perio Ay I,
controlled tests). : oA

Signature/Date:
Julic CARETTE i

15 JUL, 2021

Printed Name:

Title: (@AM‘,Q};PW,C Pocomn = e (..Q\G.LG" oj seelocrce

Delpharm Reims - 10 rue Colonel Charbonneaux F-51100 Reims — Tel.: +33 (0)3.26.88.81.10 - Fax: 33 (0)3.26 .88.81.11

Site Web: www.deloharm com E-Mail: reims@de!pharm.com
8.A.S. au capital de 5.022.000 € - RCS Reims 503 653 818




O6LLecTBO C OrpaHM4eHHON OTBETCTBEHHOCTbIO

2 WCNBbITATENbHbIA LEHTP «PAPMOBEOPOHA»

(000 UL «PAPMOBOPOHAN)
UCNbITATEJIbHASA JTABOPATOPUA

141074, r. Kopones, MockoBckasi obnacts, yn. [arapuHa, 46a, 8 (495) 511-01-10,

www.farmoborona.ru, info@farmoborona.ru

YHuKanbHbIi HOMep 3anucK B peectpe akkpeanToBaHHbIx nuy, Ne POCC RU.0001.214140

CepTuduumpoBaHHas cucTema MeHempkmeHTa kadecTea B cooteTcTBum ¢ FTOCT P MCO 9001-2015

YTBEPXIOAIO
HauanbHuK opraHu3ayoHHo-9KCNepTHOro oTaena
Llaptok J1.J1.
26.11.2021 r.

Cepruchukar: 63c97864c1c465chb7097f567654e7abf5092228d
Bnageneu;: Liapiok Mapuca MeoHuaosHa
JeiictuteneH c 22.01.2021 no 22.01.2022

MpoTtokon ucnbitaHuin Ne 11340u/21 ot 26.11.2021

1. OGBbEKT MCMbITaHWR

JlekapcTBeHHbIN npenapat
INa3zonsaH® cupon 15 mr/5mn 100 mn, donakoHbl (1), B KOMNNEKTE C MEPHLIM

cTakaH4ukoMm (1), nayvkn KapTOHHbIE

2. Cepust 210791

3. FogeH oo 31.05.2024

4. MNpowussoauTens HaumeHoBaHve Lenbdapm Pelimc
CrpaHa PdpaHuyua

5. OcHoBaHwve ANna NpoBEAEHNS UCTbITaHWUI

3asBka(HanpasneHue) Ne489 ot 17.11.2021

6. 3akasumk HaunmeHoBaHne

AO "CaHodu Poccus”

Anpec opuanyeckmin

125009, Mocksa r, TBepckas yn, aom Ne 22

KoHTakTHble faHHble

+7 (495) 721-14-00

7. Ot60p 06pasuos AkT oTGOpa 06pasLos

(Homep 1 gata ot6opa)

Ne489 ot 17.11.2021

Mecto ot6opa

MockoBckasi obnacTb, r.o. lNogonbck, AepeBHA HoBocenku,

TeppuTopusa TexHonapka, 4. 10, cTp. 1

HA Ha oT6op

He yKasaHo

8. MeToap! UCnbITaHU (HOPMaTUBHBIV

OOKYMEHT)

1 N014992/03-180314, nam. Ne 1 - 6

9. Konuyectso o6pasua, ynakoska u ee

COCTOsAHME

2 yn. bes BHeLHNX NPWU3HAKOB NOBPEXAEHUN

10. Aara nocTtynneHus obpasua

22.11.2021

11. QaTbl NnpoBeAeHNs UCMbITaHWi

22.11.2021 - 26.11.2021

12. PesynbTaTtbl UCMbITaHWI

Ne HaumeHoBaHue 3HayeHWe xapaKTepucTuk
n/n XapaKTepucTukn Tpe6oBaHus no HA, PesynbTraThl UCNbITaHWA
1 OnucaHue Mpo3payHasa mnu noyTwn npos3payHasn,| MNpo3payHas, 6ecuBeTHas, crnerka Bsi3kas
GecuBeTHass  wnu noytn  GecuBeTHas,  crerka| *XuAKOCTb C 3aMaxoMm JIECHbIX Arof.
BS3Kast XXMAKOCTb C 3anaxoM NECHbIX Srof.
2 | YnakoBKa Mo 100 mn nnu 200 mn B cTeknaHHble| Mo 100 mn B CTEKNAHHbIE dnakoHbl
bNakoHbl  SIHTAPHOTO UK KOPUYHEBOro  CTekNa| KOpUYHEBOro cTekna c 6e3onacHbIM ans
c 6e3onacHbIM ans netvei nnacTukoBbIM| AeTen NNacTUKOBbLIM HaBWHYMBAEMBIM
HaBUHYMBAEMBIM Konnaykom c pesbboi n| komnmaykoMm Cc  pe3bbol M KOHTPOMEM  MepBOro
KOHTpOnem nepsoro BCKPbITUSA. ®nakoH| BCKpbITHSA. dnakoH nomMeLlyeH B KapTOHHY10
noMellalT B KapTOHHYIO  Mayky C  WHCTPyKUMei| nayky € MHCTpyKuuen No  MNPUMEHEHUIO 1
MO MPUMEHEHMWIO U MEPHBIM CTaKkaH4YMKOM. MepHbIM CTaKaH4YMKOM.
3 | MapkupoBka Ha 3TUKETKE dnakoHa Ha pyccKoMm a3blke| Ha 3TUKETKE cdnakoHa Ha pyccKkom SA3blKe
yKasblBaeTcs: yKasaHo:
- Toprosoe Ha3BaHUe npenapaTa cl| - Toprosoe Ha3BaHue npenapaTa c

npeaynpeavTenbHoM MapkupoBko ®
- rlekapcTBeHHasi popma

- MHH

- Jo3mposka

- «[leTckuin»

npeaynpeavTenbHON MapKupoBko ®
- nekapcTBeHHas chopma

- MHH

- Jo3upoeka

- «[deTckuin»

MpoTokon mcnbitannii Ne 113401/21 ot 26.11.2021

Ctp.1u33




O6LLecTBO C OrpaHMYEHHON OTBETCTBEHHOCTbIO
UCTMbITATENbHbIA LEHTP «®DAPMOEOPOHA»
(000 UL «PAPMOBOPOHAY)
UCNbITATENTIbHAA NABOPATOPUA

141074, r. Kopones, Mockosckas obnactb, yn. larapuHa, 46a, 8 (495) 511-01-10,

www.farmoborona.ru, info@farmoborona.ru

YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbix nuy Ne POCC RU.0001.214J140

CepTuduympoBaHHas cucteMa MeHexMeHTa kadectsa B cootBetcTBum ¢ FOCT P UCO 9001-2015

- «OTxapkuBatuee MyKonuTuyeckoe
cpeacTBo»

- o6bem npenapata (B Mn)
dupmbl
n Hagnuck «SANOFI» (Ha aHrnuinckoM A3blke)

- norotun (rpadpnyeckoe n3obpaxeHue)

- HasBaHWe UM cofepxkaHue  OeNCTBYLOLWEro
BeljecTBa B 5 Mn1 cupona,

- Ha3BaHWe 1 cTpaHa Npou3BoaUTens

- nuKTOrpaMma

- TEMaTUYECKUI PUCYHOK B BUAE MEABEXOHKA

- Homep cepuu «Cepusi:»

- CpoK rogHocT «FoaeH fo:»

- BO3MOXHO

Hann4yne NPOU3BOACTBEHHbIX

KO[0B.

Ha KapTOHHOWA nayke Ha pycckom A3blKke
yKasblBaeTcs:

- Toprosoe Has3BaHUe npenaparTa c
npeaynpeavTensHo MapkupoBkor ®
- nekapcTBeHHas hopma

- MHH

- [O3UpOBKa

- «[deTckuin»

- «OTxapkuBatuee MyKoOnuTunyeckoe

cpencTteo»

«yﬂyq LaeT oTXoXaeHne MOKpOTbI»

«Obneryaet kawenb»

«[Ansa geteli ¢ poxaeHUa»

«Bes caxapa 1 cnupTtax

«C MEpPHbIM CTakaH4YUKOM»

«Co BKyCOM NeCHbIX Sroa»
- o6bem npenapata (B Mn)
dupmbl

n Hagnuck «SANOFI» (Ha aHrnUinCkoM A3blke)

- norotun (rpadpnyeckoe n3obpaxeHue)

- «[ns npvema BHYTPbY»

- «Mepepn npuMeHeHUEM npouTtute
VHCTPYKLMIO»

- Has3BaHue " copepxaHue AeicTeytowero
BellecTBa B 5 mn cupona

- «[MpenapaTt coaepxuT copburon, 6€eH301MHYI0
KUCNOTY»

- «XpaHI/lTb B HEAOCTynHOM Ana neten mecte»

- «OTXapKMBaK)LLl'ee MyKonutTn4yeckoe
cpencTteo»

- obbem npenaparta (B Mn)

- noroTtun dupMmbl (rpacdunyeckoe
n3obpaxeHue) n Haanucb «SANOFI» (Ha
@HrMUIACKOM A3bIKe)

- HasBaHue 7 coaepxaHue  AeicTBylolero
BellecTBa B 5 Mn cupona,

- HasBaHWe 1 cTpaHa Npou3BoANTENSs

- NMKTOrpamma

- TeMaTUYecKuii PUCYHOK B BUAE Me[BEXOHKa

- Homep cepun «Cepusii»

- cpok rogHocTn «odeH fo:»

- NPOV3BOACTBEHHbIE KOAbI.

Ha  kapToHHoW nayke  Ha pycckoM  s3blke
yKasaHo:

- Toprosoe Has3BaHue npenaparta c

npeaynpeavTensHOR MapKupoBkov ®
- NekapcTBeHHasi hopma

- MHH

- AO3MpOoBKa

- «[deTckuin»

- «OTxapkuBawuee MyKOnUTUYECKOe

cpencTteo»

«YJ'IyLI LaeT OTXOXAEeHne MOKPOTbI»

«Obneryaet Kawenb»

«[Ans geten ¢ poxaeHs»

«Bes caxapa v cnupTa»

«C MepPHbIM CTakaH4YnKOM»

«CO0 BKyCOM NeCHbIX roa»

- obbem npenaparta (B Mn)

duUpMbl
Haanuch

- noroTtun (rpacdunyeckoe

nsobpaxeHue) n «SANOFI» (Ha
@HrMUIACKOM A3blKe)

- «[Anst npuema BHYTpb»

- «Mepen npuMeHeHUeM npoyTtuTe
VHCTPYKLMIO»

- HasBaHue 7 coaepxaHue  AeicTBylolero
BellecTBa B 5 Mn cupona
- «Mpenapart

copepxur cop6buton,

6EH30MHYI0 KNCTOTY»

- YCNOBUSI XpaHEHUst - «XpaHnTb B HeJoCTynHOM  Ans aeten
- yCroBus oTnycka MecTe»
- TabnuMua € yKkasaHMeM  BO3pacta U CYTOYHOM| - YCIOBUS XpaHeHus
[103VIPOBKM - yCroBus oTnycka
- HasBaHWe U CTpaHa NpoM3BoanTENSs - TabnMua € ykasaHMem Bo3pacta UM CYTOYHOW
- HOMEp PErNCTPaLMOHHOIO YAOCTOBEPEHNSI [03VPOBKM
- LUTPUX-KOA, - Ha3BaHWe 1 cTpaHa Npou3BoANUTENS
- NUKTOrPaMmbl - HOMEp PErnCTPaLMOHHOrO YAOCTOBEPEHUS]
- TeMaTUYeCKuii PUCYHOK B BUAE MEeABEXOHKa - LUITPUX-KOZ,
- TeMaTMUYeCKuii PUCYHOK B BUAE NECHbIX Arof - NUKTOrPamMbl
- Homep cepum «Cepusi:» - TeMaTUYeckuii PUCYHOK B BUAE MEeABEXOHKa
- cpok rogHocTu «oaeH [o:» - TeMaTUYecKuii PUCYHOK B BUAE NECHbIX
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O6LLecTBO C OrpaHM4eHHON OTBETCTBEHHOCTbIO
WUCIMbITATENBbHLIWA LIEHTP « ®PAPMOBOPOHA»

24
(000 UL} «®APMOEOPOHAY)
UCIMbITATENIbHAA NABOPATOPUSA
141074, r. Kopones, Mockosckas obnactb, yn. larapuHa, 46a, 8 (495) 511-01-10,
www.farmoborona.ru, info@farmoborona.ru
YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbix nuy Ne POCC RU.0001.214J140
CepTuduympoBaHHas cucteMa MeHexMeHTa kadectsa B cootBetcTBum ¢ FOCT P UCO 9001-2015
- fata npoussoacTtea «lpousseaeHo:» arof
- BO3MOXHO Hanuyue NPOU3BOACTBEHHBIX| - HOMep cepumn «Cepus:»
KOZ0B " 3awmnTHOM Haknewkmn c norotTunom| - cpok rogHocTtu «lFoaeH Ao:»
KOMnNaHuu. - AaTa npoussoacTea «[ponsseaeHo:»
JononHutTenbHO MoXeT 6bITh HaHeceHa| - NPOn3BOACTBEHHbIE KO bl 7] 3almnTHbIe
NHdopmaunsa aons MOHUTOpPUHTa ABUXEHUSA| HaKNewku ¢ NoroTMnom KomnaHuu.
nekKkapcTBEeHHB X npenaparTtoB o T| HaHeceHa nHopmayusa aons MOHUTOPWUHTa
npon3BOAUTENS A0 KOHEYHOro notpebutens. ABUXEHURA neKkapcTBeHHbIX npenapaTtos oT
XpaHeHue: npon3BoAMTENs A0 KOHEYHOro notpebutens.
Mpu Temnepatype He Boiwwe 25°C. XpaHeHue:
Mpu Temnepatype He Bbiwe 25°C.
4 [Cpok rogHoOCTH 3ropa COOTBETCTBYET
3akn4eHue: PesynbTaThl nenbiTaHui HaxogaTcs B npegenax HOpM, yCTaHOBJIEHHbIX TpeboBaHMsaMHU HOpMaTUBHOIoO

nokymenTa N N014992/03-180314, nam. Ne 1 -6 .

Mcnonb3yeMble cpeacTBa 3MepeHUs M UcTbiTaTenbHoe obopyaoBaHme:

Mpumevanus:

1. [laHHbI NPOTOKON UCMbITaHMIA KacaeTcs 06pas3LoB, NPEAOCTaBIIEHHbIX 3aKa34KOM 1 NMOABEPrHYTLIX 3TUM UCTIbITAHUSIM.

2. 3anpelyaeTcs YacTUYHOE UMM NOMHOE KOMMPOBaHWe, NepeneyaTka NnpoTokona 6e3 paspeLueHns ucnbiTaTenbHo naéopaTopum.

3. UcnbiTaTensbHas ﬂaﬁopaTOpV]ﬂ He HeceT OTBETCTBEHHOCTb 3a MHdJOpMaLIMK), npenocTaBneHHy 38K83HMKOM, YyKasaHHyto B nn 1-8.

4. Vicnonb3oBaHo NPOCTOE NpaBuIIo NPUHATUA PeLleHnsa B COOTBETCTBUN C AOrTOBOPOM.

KoHel npoTokona ucnbitannii Ne 113401/21 ot 26.11.2021 Ctp.3u33
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