Ng cepuu: 0000151666

CMHynpeT® tabneTku, NoKpLIThie o6onoykon 50 WT.

MpovsBoauTENb FOTOBOH NEeKApPCTREHHOW hopMbl:

PotTrenaopd ®apma 'mEX; Octendensaep Wrpacce 51-61,
59320 3uuurepno, NlepManua

[aTa npouasoacrea: 03.2020

Foged no: 02,2023
[aTa Beinycka: 05.08.2020

- Ha@ NauKke KapTOHHRONX: TOProBoe Ha3saHue
npenaparta ¢ NpeaynpeauTensHOM
Mapkuposkoh ®, nexapcTeeHHyio QopMy,
KONWYecTso TabneToK B yNnakoake, coctas ¢
YKA3EHVEM HA3BAHVIA W XONUYECTE SKTUBHbIX
KOMNOHEHTOB (Ha3BaHWA KTHBHbLIX
KOMNOHEHTOB NPUBOARTCA De3 yKazaHua
NATUHCKUX HE3BAHUA NPOUBOAALLWX
pacTeHWin); ykasakue o TOM, 4TO npenapar
COABPMAT NaKkTo3y, copBuTon, rMioKo3y «
caxapoay; UHPOPMaUNOHHYI0 HaANWCE: «[lna
NeYeHUn OCTPbIX U XPOHUUBCKUX CHHYCHUTOBY,
HazsaHue PUPMbI-U3roTOBUTENA U ee aapec;
cnocob NpUMEeHEHUA, YCNOBUR OTNYCKE,
YCNOBUR XPaHERURA, NpeaynpeauTentHbIe
Hapnuew: «CoBnionaiTe UHETPYKUMIO! Y,
«XpaHuTb B HEAOCTYMHOM ANA feTel mecTe!y;
LUTPUXOBOM KOA, HOMEp CBUABTENLLETRA HE
TOBEPHLIA 3HAK, PErucTpaLMOHHLIR HOMED.
Ha nauky kapToHHYIO HAHOCAT: HOMEep Cepui
(«Cepuai»); aaTy 4aroToBneHwa («[lata
War..n); 0aTy OKOHYBHWR CPOKA TOAHOCTH
(«"'opeH ao:»).

[ononHUTENbHO Ha NaYKy KApTOHRYIO
BOIMOXKHO HAHECEHWE CrNEeaYIoLNX QaHHbLIX!
UHAWBWMAYANEHOrO cepuiHoro Homepa («MHA.
HoMep:»}; rNoBanbHOro MABHTUUKS LIMOHHOMO
Homepa («GTIN:») wcpeacTea
WABNTUAVKEUUK B BUAG ABYXMEPHOIC
WTPUXOBOro Koaa.

[ONONHUTENBHO Ha NaYKy KAPTOHHYK HaHOCAT!

wpwbhToM Bpains (WpudTom A4NA Cnenbix)
HasBaHue npenapaTa; ACNONHUTENbHbIW 3HaK
3aLUAUTLI, NPEACTARNSIOWWA cOBOH BhINYKNLIA
KPYr AMamMeTpom 23 Mm, BbINONHEHHbIR
TPeXMEPHbLIM TUCHEHWEM C ONTUIECKK
MEeHAILLMMCR u3oBbpaxeHuem
[ononuutensHo Ka natukvue Ha Bnuctepe u
Naqke KAPTOHHOR YKa3kIBAKIT NOroTUN hupMbl
v ero rpathuueckoe usobpaxmenue,

B opuruHansHoR ynakoBke, npy Temneparype
He Bulwe 25°C.

Mokasatenu  HopMel
XpaHeHue

Cpox 3ropa
rogHoCTH

HopmaTtuBHas [OKYMEHTalUusA!
M N014247/02-250118, Uamenenue Ne1-2

Peayneraret
- Ha navke KapTCHHOG‘I: TOProsoe HaagaHue

npenaparta ¢ npeaynpeanTensHoM
MapKupoBkol ®, NeKapcTBEHHaR GoPMa;
KOMUYBCTBO TabneToK B yNakosKe; coCTan ¢
yKa3aHUEM Ha3BaKNA 1 KONUHECTB aKkTUBHbIX
KOMNOHEHTOB (Ha3BaHWA AKTUBHbIX
KOMNOHEHTOR NpUBOARTCS Bed yrasaHwua
NaTUHCKUX H33BaHW# NPOU3BOARLLMX
PACTEHWNA); YKA3aHKUe 0 TOM, YTO npenapat
CONEPHKUT NakToay, CopbUToN, rAKo3y v
caxapoay; WHhopMayroHHas Hagnuee. «Ans
NEYeHNs OCTPLIX ¥ XDOHUHECKUX CUHYCHTOBY,
HaasaHue MUpMbI-U3roTOBUTENA U &€ aApec,
cnocoB NPUMEHEHUA; YCAOBUA OTNYCKa;
YCNOBUS XPaHeHWs, NpeaynpeauTensHble
Hannucu: «CobniogaiTe UHCTPYKLUIO!»,
«XpaHWTh B8 HEAOCTYNHOM ANA AeTe MecTe!s,
WTPMXOBOW KOA; HOMEDR CBWABTENLCTBA Ha
TORAPHLIA 3HAK, PRIUCTPALUMOHHbBIR HOMED.
Ha nauky KapTOHHYIO HAHECEHb! HOMEP CepUn
{«Cepua: 0000151666»); AaTa WIroToBNEHUS
(«[aTa nar.. 03.2020»); narta oKOHYaKUA cpoka
roaHocTu («MogeH po: 02.2023»).
[lononHUTeNbHO Ha Naqky KapToHHYO
HaHEeceHb! CNeayoLLIWe faHHbIe:
WHAUBKMAYANbHLIK CEPURHEIR HoMep («Uka,
Homep:»1); rnoBansHbit naeHTUOUKaLMOHHbIA
Homep («GTIN: 04029758116231») u
CpeACTBa WAeHTUDWKaLKUY B Biae
[BYXMEPHOre WrpwxoBoro Koaa.
[ONOAHUTENLHO Ha Naudky KapTOHHYO
HaHecerb!: WpugTom Bpaina (WpudTom Ans
Ccnenelx) Hassaxwe npenapara,
AONONHUTENBHLIA 3HAK 3aLYNTSI,
npeacTasnscwui coboR BbINYKNbIA Kpyr
LNAMETPOM 23 MM, BbINONHEHHbIA
TPEXMEPHbLIM TUCHEHWUEM C ONTUYECKN
MEHRIOUMMCA vachpameHuem.
[dononHuTensHo Ha natuHuue Ha Bnucrepe 4
naqke KAPTOHROW YKa3aH NnoroTun upMsl
ero rpatudeckoe vaobpaxeHue,

B opurvHansHol ynakoBKe, npu Temneparype
He Bhilwe 25°C.
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CEPTUOUKAT AHATIU3A

CtunpeT® TabneTku, nokpbiTeie oGonoukoi 50 wWr.

Ne cepuu: 0000151666 NPOU3BOAMTENS FOTOBOR NeKapcTBEHHON hOPMbI!
Portennopt ®apma M'm6X; Ocrendensaep Wrpacce 51-61,
59320 AHHurepno, NlepMalua

Oara npounssopcrea: 03.2020

lMopeH ao: 02.2023 HopmaTuBHas QOKyMeHTayua:

[ata sbinycka: 05.08.2020 M N014247/02-250118, Mamenenune Ne1-2

NMokazaTenu MeTtoa! HopMmbl Peiynbrarbl

Onucanve BuayanbHe Kpyrnble ABOAKOBBINYKNLIE TabneTtkn, NoOKPbITLIE CooTseTcTBYeT
7l 0BONOUKON 3ENEHOrO LBETA C rNaaKon NOBERPXHOCTLIO.

Ha uanome BUAHL! T CNOR: BHYTPEHHUA - OT CBETNO-

KOpPUYHERBROro C 38NEHOBATLIM OTTEHKOM 40 KOPHHHEBDI‘O
UBeTa, AONYCTUMBI BENnble BKPANNEHUs; CpeaHui - cnov
Benoro UBeTa; HEPYXHBLIA - 3BNEHOr0 LBeTa.

MoANUHHOCTL TCX OUEHUBAIOT NONYHERHYIO XpOMaTorpammy B Yd-ceeTe CoovaeTcrayer

- thnaBoHoWAbI npu Anuee sonksl 366 HM. Ha xpoMaTorpamue
WCNBITYEMOrG PACTBOPA AOMKHLI 0BHAPYHWBATLCH
AHTEHCVMBHO OKPALLEHHBIE OpaKxesble 3CHs ¢ Rf okano
0,75, 0.5, xapakTepHas 30Ha opaHkesoro ygeta ¢ Rf
okano 0,2; 3oHbl ¢ Rf okorio 0,6 1 0.9 ronyoro
ceetno-ronyboro Leeta, [JonyckaeTcs npucyTcTBue
[AONONHA-TENEHBLIX 30K ronyBoro, oparkescro unu
HenToro LUBeTa,

- ropeYn TCX OUBHMBAIDT NONYNEHHYIO XPOMATOrPaMMy Npy AHeaHoM CoOTRETCTBYET
ceeTe.Ha xpoMmaTtorpammMe UenbITyemoro pacteopa
ROMKHBI 0BH2PYHUBATLCH UHTEHCUBHO OKpaLEHHble
3oHbl ¢ Rf akono 0.1; 0.2; 0,4 xenTo-Kopu4HeBoro
ueeTa, 3oHa ¢ Rf okono 0,45 KkpacHO-KOpWIHEBOMO
useTa, 3oHa ¢ Rf okono 0,55 aeneHoBaTo-KOPUUHEBOTO
useTa. [lonycKaeTCs NpUcYTCTBKE ROMNONHUTENBHBIX 30H
OT KPACHO-KOPUYHEBOID, KENTO-KOPUHHEBOrO,
IENEHOBATO-KOPUMHEBBIX UBETOB

CpeaHsas Macca u re Xl Cpeaxss macca: 260 Mr£5 % 263 mr
0AHOPOAHOCTE MaCChl QAHOPOAHOCTE MaCcchbl:
18/20 He Gonee 10 % CooTseTcTayeT
2/20 ne Gonee 20 %
PacnanaemocTb Fo X He Bonee 60 muH. B sofe npu Temneparype 37 °C £2 23 My
*C ans 6 TaBneToK ¢ npUMeHeHUeM JUCKoB.
MukpoBuanorin4eckas o XHl Kateropua 3 b CooTtsercrayer
ywucToTa
Konw4ecTaeHHoe onpegeneHve
- BepBeHanuH B3IWX 0,3-1,0 mr/rab 0,5 mr/itad
- W3ocpamHeTur-3-0-Tpn- B3MX 0,1-04 mrirab 0.1 mritab
rniokoans (dnasosony X)
MNokazarenu HopMb! Pe3aynbTarbi
Ynakoska Mo 25 TabneTtok, NoKpeITsIX 0BONOYKORA Mo 25 TabneTok, NOKpbITeIX 0BONOMKOR
NOMELWAaloT 8 BNUCTep U3 anioMUHUeBoR (GoNbry  NomMewaioT B SAUCTep U3 antomMuHesoi
W NONMUBUHUNXNOPUA/ NONUBUHUNKOEH- dronbri ¥ NONUBMHUNXNOPUA/
XnopuaHoli nnerku. Mo 2 unu 4 Bnucrepa NoNVBUHWNKAEHXNOPKUAKOK nneHkn. Mo 2
BMECTE C UHCTPYKUWER NO NPUMEHEHWUIO 6rncTepa BMecTe C URCTPYKUWER M0
MOMELatoT B NaYKy KapTOHHYIC. NPUMEHEHUIO NOMELLIOT B NAUKY KapTOHHYIO.
Mapkuposka Ha pycCcKOM A3bIKE YKE3bIBAKOT! Ha pycckom a3bike ykadaHo:
- Ha BnucTepe: TOprosoe Ha3saHwe npenapata - Ha GnucTepe: TOproaoe Halsaxue npenapata
¢ NPeAynpeanTensHOR Mapkuposkon ®, C NPeAYNPeANTeNbHOR MapkupoBkod &
NEeKapcTBEHHYK (hopMy, HOMEP Cepwn; AaTy nekapcTserHas hopma; HOMEpP Cepuu, aaTa
W3rOTOBNEHWS, AaTYy OKOHYAHKWA CpOoKa W3roTOBMNEHWR, AATa OKOHYaHWA CPOKa

rogHOCTH. roAqHOCTH.




) Bionorica

CEPTUOUKAT AHANU3A

Cunynpet® Ta6neTiu, nokpbiTeie oGonoukoi 50 w.

Ne cepuu: 0000151666 MpoU3BOAKTENL FOTOBOW NEKaPCTBEHHOU oMb
Potrengope ®apma MMEX; Ocrendensaep Wrpacce 51-61,
59320 3Huurepno, lepmanus

HaTa npoussoacTaal 03.2020

Fopex po: 02,2023 HopMaTHBHAA AOKYMEHTALUA:

DNaTa seinycka: 05.08.2020 M N014247/02-250118, Uamenenue Ne1-2

[laHHble aHanuaa AenCTBUTENbHLI N0 MECTY W BPEMEHW NPOBEASHUA UCABITAHUA. Mbl yLOCTOBEPAEM, TO
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sinupret® coated tablets 50 pcs.

Batch-no: 0000151666 Manufacturing of finished dosage form:
Rottendorf Pharma GmbH; Ostenfelder
Strasse 51-61, 59320 Ennigerloh, Germany
Manufacturing date: 03.2020

Expiry date: 02.2023 Normative documentation:

Date of release: 05.08.2020 M N014247/02-250118, Change N2 1-2

Test Method Acceptance criteria Result
Description visual Round, biconvex, green coated tablets with smooth complies

surface. The cross section shows three layers: the
internal layer of light brown greenish to brown colour,
possibly with white inclusions; the middle layer of white
colour: and the outer layer of green colour.

Identity flavonoids TLC The chromatogram obtained is assessed in ultraviolet complies
light at 366 nm. The chromatogram of the test solution
must show intensively stained orange zones with Rf
value of approximately 0.75, 0.5; a characteristic zone of
orange colour with Rf value of approximately 0.2; zones
with Rf value of approximately 0.6 and 0.9 of blue and
light blue colour. Additional blue, orange or yellow
coloured zones are allowable.

Identity bitters TLC The chromatogram obtained is assessed in daylight. complies
The chromatogram of the lest solution must show
intensively stained zones with Rf value of approximately
0.1, 0.2, and 0.4 of yellow-brown colour; a zone with Rf
value of approximately 0.45 of red-brown colour; and a
zone with Rf value of approximately 0.55 of greenish-
brown colour. Additional zones of red-brown,
yellow-brown, greenish-brown could also be present.

Average mass and St. Ph. Xill Average mass: 260 Mg £5 % 263 mg
uniformity of mass Uniformity of mass:
18/20 no more than 10 % complies
2/20 no more than 20 %
Disintegration time St Ph. XIlI  No more than 60 min. This test is carried out 23 min
at 37 °C + 2 °C for 6 tablets using disks
Microbiological purity St Ph. Xlll Category 3 B complies
Assay Verbenalin HPLC 0.3-1.0 mgl/ct 0.5 mg/ct
Assay Isorhamnetin-3-  HPLC 0.1 -0 4 mglct 0.1 mg/ct

O-triglucoside
(Flavonoid X)

w Test Acceptance criteria Result
Packaging 25 coated tablets are placed into an alumirium foil 25 coated tablets are placed into an aluminium foil
and polyvinyl chloride/polyvinylidene-chloride film  and polyvinyl chleride/polyvinylidene-chloride film

blister. 2 or 4 blisters along with instructions for blister. 2 blisters along with instructions for medical
medical use are placed into a carton. use are placed into a carton.
Labeling  Itis indicated in Russian: It is indicated in Russian:
- on a blister; product trade name with a warning - an a blister: product trade name with a warning
| statement ®, pharmaceutical form, batch number;  statement ®, pharmaceutical form, batch number;
manufacturing date; expiry date. manufacturing date; expiry date,
- on an outer carton: product trade name with a - on an outer carton: product trade name with a

page 1 of 2
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CERTIFICATE O F ANALYSIS 1l {IIHHII||||IIJIJPIWHH!HIHIIIIHIIII

Sinupret® coated tablets 50 pcs.

Batch-no: 0000151666

Manufacturing of finished dosage form:

Rottendorf Pharma GmbH; Ostenfelder
Strasse 51-61, 59320 Ennigerloh, Germany

Manufacturing date: 03.2020

Expiry date: 02,2023
Date of release: 05.08.2020

Storage

Shelf life

Acceptance criteria

warning statement ®, pharmaceutical form; num-
ber of tablets in a package; composition with
names and quantities of active ingredients (names
of active ingredients are indicated without Latin
names of source plants); an indication that the
product contains lactose, glucose and sucrose: ex-
planatory text: "For the treatment of acute and
chronic sinusitis”, name of the manufacturer and
its address; method of administration; legal cate-
gory, storage conditions; warning texts: “Follow the
instructions for use”, "Keep out of the reach of chil-
dren”, bar-code; trademark certificate number:
marketing authorisation number.

The outer carton is applied with: batch number
("Batch:"), manufacturing date ("Mfg.Dt.:"); expiry
date ("EXP:").

Additionally, the following data may be applied to
the outer carton:

individual serial number (*Ind. no.:"); Global Trade
Identification Number (“GTIN:") and means of
identification as a two-dimensional bar-code.

Additionally, the carton is applied with: product
name in Braille (the embossed alphabet): an addi-
tional security mark censtituting convex cirale with
a diameter of 23 mm performed by three-dimen-
sional embossing with optically changing image
Additionally, the company logo and its graphic im-
age are indicated in the Latin alphabet on the blis-
ter and the carton.

Store in the original package at a temperature be-
low 25 °C.

3 years

Normative documentation:
[1N014247/02-250118, Change N¢ 1-2

Result

warning statement ®, pharmaceutical form; num-
ber of tablets in a package: composition with
names and quantities of active ingredients (names
of active ingredients are indicated without Latin
names of source plants) an indication that the
product contains lactose, glucose and sucrose; ex-
planatory text: "For the treatment of acute and
chronic sinusitis”, name of the manufacturer and
its address; method of administration; legal cate-
gory, storage conditions; warning texts: “Follow the
instructions for use”, "Keep out of the reach of chil-
dren”; bar-code; trademark certificate number,
marketing authorisation number,

The outer carton is applied with: batch number
("Batch: 0000151666"); manufacturing date
("Mfg.Dt.: 03.2020"); expiry date ("EXP; 02.2023").
Additionally, the following data is applied to the
outer carton:

individual serial number (“Ind no.:""); Global
Trade Identification Number ("GTIN:
04028799116231") and means of identification as
a two-dimensional bar-code. .
Additionally, the carton is applied with: product
name in Braille (the embossed alphabet); an addi-
tional security mark constituting convex circle with
a diameter of 23 mm performed by three-dimen-
sional embossing with optically changing image.
Additionally, the company logo and its graphic im-
age are indicated in the Latin alphabet on the blis-
ter and the carton,

Store in the original package at a temperature be-
low 25 °C.

3 years

" The individual number is 2 unique combination of 13 symbols for each single package,
——"“""_\
Tf)e/anaﬁymaj yalues are valid for place and time.

We hereby confirm ihaf‘the delivered Sinupret®
/ ».‘: .‘
Neumark
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coated tablets meet the requirements of the specification,




