Mpopykr:

[o3upoBka:

KonuuecTBO B ynakoBke:
MepBUYHasA ynakoBKa:
BHyTpeHHMI KOA NpoAyKTa:
Ne cepuu:

Harta nsroroBrneHus:

CrtpaHa-umnoprep:

Homep cepum ot
npousBoAuTens:
HaumeHoBaHue
npoussoauTens:

Homep perucrpaumoHHoro
YAOCTOBEpPEeHUA:

HOpMaTMBHaﬂ AOOKyMeHTauus:

Homep npoTtokona: 188613

BERLIN-CHEMIE
MENARINI

Ceptudbukar aHanusa

VopomapuH® 200
200 mkr NekapcTBeHHas popma:
100 EavHuua konuvecTBa:
Gnucrtep
1000163041_A
69046 Homep aHanusa:
YcnoBus XxpaHeHus:
05/2026 FlopeH po:
Darta aHanu3a:
Poccus CTtpaHa BbiNyCcKa cepuu:
69046
N/A
N/A

JIM-Ne(009037)-(PT-RU)-250225

Ctpanuua: 1 ns 2

TabneTku
LT,

188613

npv Temnepartype He
Bbille 25 °C

05/2029
20/08/2026

lepmaHus



MokasaTtenb

OnucaHue

CpepnHsisa macca

OnHOpOAHOCTL AO3UPOBAHUSA

Pacnagaemoctb

MoTeps B Macce npu
BbICYy LIMBAHUU
MoanuHHOCTL

Voauna-noH (BIXX)

MoonuHHOCTL

Kanuii-noH (KauectBeHHas

peakuus)
Mukpo6Guonoruyeckas
yucrorta

OKAM
Mukpo6uonoruyeckas
4yucrTorTa

oKanr
MukpoGunonormnyeckan
yucrorta

Escherichia coli
KonuuyectBeHHOE
onpeaeneHue (BIXX)

MpumMeyaHus, kacarowmnecs 4acToTbl UCMbITAHUIA:

BERLIN-CHEMIE
MENARINI

CepTtudmukat aHanusa

Cneuudukauma

prrﬂble nnockouunuHgpuyeckne

Tabnetku 6enoro unu noutu 6enoro LUseTa
C ¢hackoii 1 pUCKoin C OJHON CTOPOHbI
0.230r+5%

MapameTp npuemnemoctu Ans 10 eguHuy
Ao3suposanus < 15.0. MapameTp
npuemnemoctu ans 30 eguHUL
fosunpoBanus £ 15.0 n HKU ofHa U3 eguHUL
L,03upoBaHus He meHee 0.75 M n He
Gonee 1.25 M

He 6onee 15 muH

He Gonee 2.5 %

Bpemsi yaepxuBaHusi OCHOBHOTO NuKa Ha
XpomMmaTorpamme ucnbeityemoro

pacTBopa A0JKHO COOTBETCTBOBATb
BpEMEHU

YAEPXNUBAHUA NUKa Noguaa Ha
XpomaTorpamMme CTaHAapTHOro pacteopa

O6pasyeTcs XenThiii KpucTanInyeckuii
0Ccap oK

<103 KOE/r

<102 KOE/r

OtcyTcTBYIOT/T

Ot 0.249 mr go 0.275 Mr kanusa
noauaa B ofHol Tabnetke (ot 95 % Ao
105 % oT 3asABIEHHOro CoAEepPXKaHus)

« AX, aHanu3a npoBOAUTCS Ha KaXAoi ‘X" cepuun

« Ry, aHanua yfansieTcs Ha Kaxzao

PesynbTarthbl

COOTBETCTBYET

0.230 1
44

2 MUH
1.2%

NoNOXUTENBHO

NOJNIOXKUTENBHO

<100 KOE/r

<100 KOE/r

COOTBETCTBYET
0.269 mr

YacroTa
UcnbITaHUN

* 1365: aHanu3 npoBoauTcs 1 pas B roa, 1180: aHanua nposoauTcs 1 pa3 B nonroaa; 190: aHanus nposoautcs 1 pas B ksapTarn; 130: aHanus nposoauTtca 1 pas B Mecsy

CepTudhukart: BeilweykasaHHas cepusi oTBedaeT TpeboBaHusaM cneumdukaumn.

®uHanbHbIN cTaTyc: OaobpeHo AN BbiNycka YNONHOMOYEHHbIM FIULIOM.

Moanuck MeHemxepa NO KOHTPOIIO KayecTsa: «—

Homep npoTtokona: 188613

N

"

Dr. Magnus Kruger

CTtpaHuua: 2 u3s 2
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BERLIN-CHEMIE
MENARINI

BATCH CERTIFICATE

Ceptudunkar coorBeTcTBMA

lodomarin® 200

Product: Pharmaceutical Form: TABLET

Mpoaykr: Nopgomapnu® 200 NekapcTBeHHan popma: TABNETKM

Dosage: 200 ug

[o3unpoBKa:

Pack Size: 100 Pack Size Unit: PIECES

KonunuectBo B ynakoBke: EaviHya Konnyecrtsa: wT

Packaging Type: BLISTER External Product Code:

lNMepBuyHaa ynakoBKa: BJINCTEP Kop npogykra KnueHra:

Internal Product Code: 1000163041 Date of Expiry: 31/05/2029

BHyTpeHHMI1 KOA NpoAYKTa: Fopen po.

Batch no: 69046 Date of Batch Release: 10/09/2026

Ne cepun: [aTa BbinycKa cepuu;

Number of Packages(Qty): 19678 PAC Batch Releaser Country: Germany
CTpaHa BbinycKa cepuu: FepmaHusa

?:::'x':?::y"aKOBOK ): 19678 NAY Analysis Number: 170000004811

Date of Manufacture: 22/05/2026 Homep aHanusa:

JaTta nsrotoBneHus:

Country of Destination: RU Storage Conditions: Do not store above 25°C

CrpaHa-umnoprep: RU

Manufacturer: BERLIN-CHEMIE AG
HanmeHoBaHue BEPJINH-XEMU AT YCNOBMA XpaHeHWA: XP!-\HI/ITb NPY TEMMEPATYPE HE BbILLE
nponsBoanNTens: 25°C

Marketing Authorisation n.:

Homep perncrpaunoHHoro
YAOCTOBEPEHUA:

Normative Documentation:

HopmaTtuBHaa
AOKYMeHTauus:

NIN-Ne(009037)-(PF-RU)

NIN-Ne(009037)-(PF-RU)

LIMS Report Num/
Homep otyeta B LIMS

BATCH CERTIFICATE

Print Date/[lata 10/09/2026
neyatu JokymeHTa 16:52:12 CET

SAPHANADB H4P/00

188613 Page of/CtpaHnya nusm 1/3

Report Number/Homep otueta 100392

CepTudukaT cooTBETCTBUA



BERLIN-CHEMIE
MENARINI

MENARINI

Manufacturers / Mpounssogutenn

Manufacturing site of bulk / MponsBoguTenb roToBOI1 NNIeKapcTBEHHOI pOpMbI

Manufacturer / HammeHoBaHue npousBogutena: Menarini - Von Heyden GmbH

Address / Agpec: Leipziger Str. 7-13 Dresden 01097 Germany / TepmaHus

Manufacturing Authorisation Number / Homep nuueH3un Ha NPoU3BOACTBO: DE_SN_01_MIA_2026_0018
Number of Certificate of GMP Compliance / Homep ceptudukara coorsercteua GMP:  DE_SN_01_GMP_2026_0017

Manufacturing site of packaging / Ynakoswuk/dpacoBimk

Manufacturer / HammeHoBaHue npousBogutena: Menarini - Von Heyden GmbH

Address / Appec: Leipziger Str. 7-13 Dresden 01097 Germany / TepmaHus

Manufacturing Authorisation Number / Homep nuueH3un Ha NPOU3BOACTBO: DE_SN 01 MIA_2026 0018
Number of Certificate of GMP Compliance / Homep ceptudukara coorsercteua GMP: DE_SN_01 _GMP_2026 0017

Batch Release Site / Boigaua pa3speleHunsa Ha BbINycK

Manufacturer / HammeHnoBaHue npoussogutena: BERLIN-CHEMIE AG / BEPJINH-XEMW AT

Address / Agpec: Glienicker Weg 125 Berlin 12489 Germany / FMUEHUKEP BEI 125 BEPJIUH 12489 TEPMAHUA
Manufacturing Authorisation Number / Homep nuueH3un Ha NPoU3BOACTBO: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP Compliance / Homep ceptudukara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Manufacturing site of APl / Mpounssogutrens AOC

Manufacturer / HammeHoBaHue npousBogutena: Merck KGaA

Address / Appec: Frankfurter-StraRe 250 Darmstadt 64293 Germany / TlepmaHusa
Name / HaumeHHoBaHye: POTASSIUM IODIDE

Manufacturer Batch Number / Homep cepun npounssogutena: 5M21002

Manufacturing Authorisation Number / Homep nuueH3un Ha NPOU3BOACTBO: N/A

Number of Certificate of GMP Compliance / Homep ceptudukara coorsercrena GMP: N/A

LIMS Report Num/ 188613 Page of/Ctpannua nusmz2/3 Print Date/[lata ne4yaTn 10/09/2026
Homep otyeta B LIMS AOKYMeHTa 16:52:12 CET
BATCH CERTIFICATE Report Number/Homep otueta 100392 SAPHANADB H4P/00

CepTudukaT cooTBETCTBUA



BERLIN-CHEMIE
MENARINI

MENARINI

Explanation Genealogy / MosacHeHne reHeanoruu:
API: Active pharmaceutical ingredient / AKTuBHas ¢papmauLeBTUUYECKanA cy6cTaHUMA

Certification: | hereby certify that the above information is authenticate and accurate. This batch of product

has been manufactured, including packaging/labeling and quality control at the above mentioned sites(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

CepTudukar: f, HacToAWMM 3aBepAl0, YTO MHGOPMaLINA, U3NIOXKEHHanA Bblllle, ABNAETCA TOYHOI u gocToBepHoii. NMpouecc npousBogcTBa
AaHHOI cepun NPoAYKTa, BKIOUYaA YNaKOBKY/MapKUPOBKY 1 KOHTPOJIb KauecTBa, 6bin ocyuiecTB/ieH B NOIHOM COOTBETCTBUU C
Tpe6oBaHuaMu GMP, yTBepKAHHbIMU MECTHbIMU KOHTPONUPYIOWMMIN opraHamu, 1 cneunduKauusammn permncTpaunoHHoro
YAOCTOBEpPEHNA UMNOPTMpPYIOLLell CTPaHbl, Win Tpe6oBaHnAMY cneyndurKayum AN NPOAYKTOB, NpeAHa3HauYeHHbIX JNA NCCIef0BaHNA.
OTueTbl 0 NPON3BOACTBE, YNAKOBKE U aHAIMTUYECKUX UCMbITAHUAX cepum 6bIM NPoaHanu3npoBaHbl U NPV3HAHbI YAOBNETBOPAIOWMMY
craHgaptam GMP.

This certificate was issued by a validated computerized SAP and is valid without personal signature. / 3ToT cepTudpukar 6bI1n
CO3/aH C NOMOLLbIO BaIMANPOBAHHOI KOMMNbIOTEepU3NpOBaHHOI cuctembl SAP 1 geincreuteneH 6e3 nuyHou noagnucu.

Final Status / ®uHanbHbIfi ctatyc:  Approved for Market / Opno6peH anA BbinycKka Ha PbIHOK

Qualified Person Signature / Name / HaumeHHOBaHye: Date / faTa:
YnonHOMoO4YeHHOe nnyo:

Samy Schwandt - (Berlin Chemie QP CoC- QP Role 10/09/2026 16:52:10 CET /
UenTpanbHas EBpona

Date Format Explanation / ®opmar gatbl: dd/MM/yyyy hh:mm[:ss] aa/mm/rrrr yu:mm[:cc]

LIMS Report Num/ 188613 Page of/CtpaHuua nusm3/3 Print Date/[lata neyaTn 10/09/2026
Homep otyeta B LIMS AOKYMeHTa 16:52:12 CET
BATCH CERTIFICATE Report Number/Homep otueta 100392 SAPHANADB H4P/00

CepTudukaT cooTBETCTBUA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-69046

ToproBoe HaMMEHOBaHUE

PIOHOMapHH® 200

MG)KIIYHapO[[HOC HEIMMAaTCHTOBAHHOC HAMMCHOBAHUEC
(TpynmupOBOYHOE MIJIH XUMHUYECKOE)

Kanus ionung

JlekapcTBenHas hopma

TaOJIETKHA

Jo3upoBka

0.2 mMr

®dopma BhIITyCKa

25 1T, YIAKOBKYU SYEUKOBBIE KOHTYPHBIE
(4 1wT.) , MAYKH KApPTOHHBIE

Howmep cepuu (maptun): 69046
O6wem cepun(nmapTum) 19 674
Jlata npousBoacTBa 05.2026
I'onen no 05.2029

HaumenoBanne wu azgpec mpousBomuTens (¢
yKa3aHUEM CTaJuil MPOU3BOCTBA)

IMpousBoaurens I'J1D
Menapunu-®on Xeinen ['M6X,
I'epmanus
(Leipziger Strasse 7-13, 01097 Dresden,
Germany)
YnakoBumuk/acoBmmk
(B IEpBUYHYIO U BTOPUYHYIO YIIAKOBKY)
Menapunu-®on XeineH
I'm6X,I"epmanusi(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Boinyckaoumuii KOHTPOJIb Ka4yecTBa-
bepmun-Xemu A, I'epmanus(Glienicker

Weg 125, 12489, Berlin, Germany)

HowMmep u 1aTa perucTpaiioOHHOTO yI0CTOBEPEHHS

JITI-Ne(009037)-(PT-RU) ot 25.02.2025

Howmep u nara HOpMaTUBHOW TOKYMEHTALIMHU

JIII-Ne(009037)-(PT'-RU)-250225

HanmMenosanue " aapec JepIKaTEIIsI
PETUCTPAIIIOHHOTO YIOCTOBEPCHHUS

bepnun-Xemu Al',I'epmanns
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrossumii JOKyMeHT NOATBEPKIAET:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTByeT 61-P3 «OO6 obpaiieHuH JeKapCTBEHHBIX

CPEICTB...»;
-cepusi JIEKAPCTBEHHOTO TMperapaTa COOTBETCTBYET TPeOOBAHMSIM, YCTAHOBJICHHBIM IPHU €TrO
rOCyAapCTBEHHOW PETUCTpaLUU

.v/>

05.10.2026
(mata )

HOpuagunyecknin agpec: Poceus, 123317, r. Mocksa, MNpecHeHckas HabepexHas, 4. 10
[Mo4ToBbin agpec: Poccusa, 123317, r. Mockea, NpecHeHckana HabepexHasna, a. 10
TenedoH: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru


SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


