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Cepruduxkar anaausa / Ceprudukar COOTBETCTBUS

Ilpooyxm MNHOCOJI®
Homep npooyxkma 12004963 Cepus LIMS HV 809 562
Homep cepuu XFF275A Pazmep svinywennoii cepuu 92 300 YIITAKOBOK
Jlozupoexa 0,17r, 0,05r, 0,1r, 0,3752r, 0,0032r /10r
Jlexapcmeennas popma  HazanbHble Karum
Pazmep ynaxosxu 10 M Jlama npoeedenus anaruza 10.10.2025
Jlama npouzsodcmea 29.09.2025 Cneyughuxayus TINO015768/03-110110
Jlama ucmeuenus cpoxa  31.08.2028 Howmep pecucmpayuonnoeo T1N015768/03
200HOCMU yoocmosepenus Ne:
Cmpana-umnopmep Poccust
GMID 817309
UcnbiTanue Hopmbi PesysbTaThl Ouenka
Onucanue
Omnucanue [Ipo3paunas  KHIKOCTH  OT COOTBETCTBYET COOTBETCTBYET
CHHEr0 [0 3€JEHO- CHHEro
L[BETa C XapaKTEPHBIM 3aMaxoMm
MEHTOJIA ¥ SBKAJIHIITA
HogauHHOCTH
1,8 — uunHeon COOTBETCTBUE XPOMATOTPaMM | TOJIOKHUTEIbHBIH COOTBETCTBYET
denxoH COOTBETCTBUE XPOMATOTPAMM | TIOJIOKUTCIBHBIN COOTBETCTBYET
Anbda-niuHeH COOTBETCTBUE XPOMATOTPAMM | TIOJIOKUTCIBLHBIN COOTBETCTBYET
Bopuunanerar COOTBETCTBUE XPOMATOTPAMM | TIOJIOKUTCIBHBIN COOTBETCTBYET
ByTunruapokcuanu3on COOTBETCTBUE XPOMATOTPAMM | TIOJIOKUTCIBHBIN COOTBETCTBYET
MenTon COOTBETCTBUE XPOMATOTPaMM | TOJIOKHUTEIbHBIH COOTBETCTBYET
Tumon COOTBETCTBUE XPOMATOTPaMM | TOJIOKHUTEIbHBIH COOTBETCTBYET
a-Tokogepona ameraT-BOXKX COOTBETCTBHUE XPOMATOTPaMM | IOJOKUTEIbHBIN COOTBETCTBYET
OTHOCHUTEIbHAS IJIOTHOCTD 0,910 mo 0,925 0,916 COOTBETCTBYET
O0BEM COAEePIKUMOTO YITaKOBKU He menee 10,0 mn 10,0 ma COOTBETCTBYET
Muxkpo6uosiornyeckas YucToTa
EBp. @. 5.14.
O011ee KOIMYECTBO adpOOHBIX
6akrepwuii u rpubos (TAMC) ne Gonee 10? KOE/r 0 KOE/r COOTBETCTBYET
Ob6mee yncino rpudos (TYMC) He 6omee 10! KOE/r 0 KOE/r COOTBETCTBYET
OrcytctBue Staphylococcus aureus| oTCyTCTBUE/ B T OTCYTCTBYeT B Il COOTBETCTBYET
OtcyrctBue Pseudomonas
aeruginosa OTCYTCTBHE/ BT OTCYTCTBYeT B 1 T COOTBETCTBYET
OrcytctBue Enterobacteriaceae OTCYTCTBHE/ BT OTCYTCTBYeT B I T COOTBETCTBYET
KoJsinuecTBeHHOE onpe/esienue
rx
Aunbda-miiHeH He menee 0,676% 1,567 % COOTBETCTBYET
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Cepruduxkar anaausa / Ceprudukar COOTBETCTBUS

Ilpooyxm

Homep npooyxkma
Homep cepuu

MMNMHOCOJI®

12004963
XFF275A

Cepus LIMS HV
Pazmep svinywennoii cepuu

809 562
92 300 YITAKOBOK

Jlozupoexa 0,17r, 0,05r, 0,1r, 0,3752r, 0,0032r /10r

Jlexapcmeennas ¢popma  HazanpHbIe Karum

Pazmep ynaxosxu 10 M Jlama npoeedenus anaruza 10.10.2025

Jlama npouzsodcmea 29.09.2025 Cneyughuxayus TINO015768/03-110110

Jlama ucmeuenus cpoxa  31.08.2028 Howmep pecucmpayuonnoeo T1N015768/03
200HOCMU yoocmosepenus Ne:

Cmpana-umnopmep Poccus

GMID 817309
1,8 — muHeon He menee 0,315% 0,999 % COOTBETCTBYET
bopuunauerar He menee 0,068% 0,153 % COOTBETCTBYET
Menton He menee 0,369% 0,474 % COOTBETCTBYET
Tumon He menee 0,029% 0,036 % COOTBETCTBYET
ByTunaruapoxcuanuszon 0,0096% no 0,0144% 0,0130 % COOTBETCTBYET
KonuuyecTBeHHoOe onpeesieHne

BIKX

0-TOKO(epoa arerar 1,53 % no 1,87% 1,69 % COOTBETCTBYET

CooTBeTcTBYeT TpeOOBAHUAM cHielH PpHKAUN.

HacrosimuM s moATBep ka0, 4To BhIICyKa3aHHAs MH(OpMaLUs ABIsIeTCS BEPHOH U TOUHOM. JlaHHas cepust MpOU3BE/CHa, BKIIIOYAs
YIIaKOBKYy M KOHTPOJb KadecTBa, Ha HIDKEYHNOMSHYTON HMPOW3BOICTBEHHOW IUIOMIAJKE B MOJHOM COOTBETCTBHH C TPeOOBaHUSIMU
Hamnexxameit nponsBonctBeHHol npaktuke (GMP) MECTHBIX pPeryisTOpHBIX OPTraHOB M CIENHU(UKANUIMH PerucTpanioHHOro
YIAOCTOBEpPEHUs CTpaHBI-UMIIOpTepa- crenudukamusimu HopmarusHolt JlokyMeHTamuu. 3amicu 10 IPOM3BOJCTBY, YIAKOBKE H
KOHTPOJII0O KadecTBa Cepuy OBUIM NPOBEpEHB! W INPHU3HAHBI COOTBETCTBYIOMMMH TpeboBaHusM GMP. MapkupoBka B HOIHOM
COOTBETCTBHU C IIOCIEOHEH YTBepxkIeHHOW B MmuHucrepctBe 3apaBooxpaHeHus Poccuiickoit dexpepammm Bepcueidl MakeToB

yNaKOBOYHBIX MaTEPHATIOB U HHCTPYKIHUEH 10 MEUIIMHCKOMY NPUMEHEHHIO.

Beinymieno k npoaaxe

HpOI(BBO).ICTBeHHaﬂ miomaaka:

«Canexa ®apmacprotukaic a.c.», Hurpuancka 100
920 27 I'nmorogen Pecriy0nuka CrioBakust
Peructpanmonnsiii Homep: V-15/2025/1
Ceprudurar GMP Ne: SK/027V/2022

KOHTpO.]'Ib KavdecTBa U BbllyCKaOIIas IJIomanaKa:

«Canexa @apmacprotukalic a.c.», Hurpuancka 100
920 27 I'morosen Pecniy6nuka CrioBakust
Peructparmonssiii Homep: V-15/2025/1
Ceprupuxar GMP Ne: SK/027V/2022

YTBep:kIeHo yHoJHOMOYeHHbIM JuioM: Repicky Andrej/ noonuce

«Caneka (DapMaClalOTl/lKaJ'lc a.c.»,

Hara:

10.10.2025
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Certificate of Analysis / Certificate of Compliance

Product PINOSOL ®
Product number 12004963 Batch LIMS HV 809562
Batch number XFF275A Released quantity 92300 PACKS
Dosage strength 0,17g, 0,05g, 0,1g, 0,3752g, 0,0032g,/10 g
Dosage form nasal drops
Packaging size 10 ml Date of analysis 10.10.2025
Manufacture date 29.09.2025 Specification / ND P N015768/03-110110
Expiry date 31.08.2028
Importing country Russia Marketing authorisation No. P N015768/03
GMID 817309
Test Limits Results Evaluation
Appearance |
Appearance blue to greenish-blue liquid with | complies complies
menthol and eucalyptus odor
Identification
Alpha pinene concordance of chromatograms | positive complies
1.8 cineole concordance of chromatograms | positive complies
Fenchon concordance of chromatograms | positive complies
Bomylacetate concordance of chromatograms | positive complies
Butylhydroxyanisol concordance of chromatograms | positive complies
Menthol concordance of chromatograms | positive complies
Thymol concordance of chromatograms | positive complies
a-Tocoferol acetate - HPLC concordance of chromatograms | positive complies
Relative density
Relative density 0.910 t0 0.925 0916 complies
Fill volume of 1 package NLT 10.0 ml 10.0 ml complies
Microbiological quality
Microbiological quality,
Ph.Eur. 5.1.4.
Total aerobic microbial count NMT 102 CFU/g 0 CFU/g complies
(TAMC)
Total combined yeats/moulds NMT 10! CFU/g 0 CFU/g complies
(TYMC)
Absence of Staphylococcus absenceinl g absence in 1g complies
aureus
Absence of Pseudomonas absencein 1 g absence in 1g complies
aeruginosa
Bile-tolerant gram-negative absenceinl g absence in 1g complies
bacteria
Content GC
Alpha pinene NLT 0.676 % 1.567 % complies
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Certificate of Analysis / Certificate of Compliance

Product PINOSOL ®

Product number 12004963 Batch LIMS HV 809562

Batch number XFF275A Released quantity 92300 PACKS

Dosage strength 0,17g, 0,05g, 0,1¢g, 0,3752g, 0,0032g,/10 g

Dosage form nasal drops

Packaging size 10 ml Date of analysis 10.10.2025

Manufacture date 29.09.2025 Specification / ND P N015768/03-110110

Expiry date 31.08.2028

Importing country Russia Marketing authorisation No. P N015768/03

GMID 817309

1.8-cineole NLT 0.315 % 0.999 % complies |

Bomylacetate NLT 0.068 % 0.153 % complies

Menthol NLT 0.369 % 0.474 % complies

Thymol NLT 0.029 % 0.036 % complies

Butylhydroxyanisol 0.0096 % to 0.0144 % 0.0130 % complies
Content HPLC

a-Tocoferol acetate 1.53 % to 1.87 % 1.69 % complies

Conformity with the specification.

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality
control at the below mention site in full complience with the GMP requirements of the local Regulatory Authority and with the the
specifications in the Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging
and analysis records have been reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of

Health of the Russian Federation version of packaging and leaflet artworks.

Release for sale

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2025/1

GMP Certificate No : SK/027V/2022

e

//> y

Certified by QP: RepicéAndrej

Saneca Pharmaceuticals a.s.

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2025/1

GMP Certificate No : SK/027V/2022

Certified on: 10.10.2025
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