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Saneca
Pharmaceuticals

Certificate of Analysis / Certificate of Compliance

Product Sanorin, nasal spray 0.1 %

Product number 60080379 Batch LIMS HV 823246

Batch number E91016A Released quantity 97496 PACKS

Bulk Batch number E91016

Dosage strength 0.1%

Dosage form nasal spray, solution

Packaging size 10 ml Date of analysis 23.07.2026

Manufacture date 29.06.2026 Specification / ND LP-No(010650)-(RG-RU)-23.06.2025
Expiry date 31.05.2030

Importing country Russia Marketing authorisation No.  LP-No(010650)-(RG-RU)

GMID 30100916

API: NAPHAZOLINI NITRAS, Manuf, batch: 0805710001, CEP: CEP 2023-091-Rev 00, Loba Biotech GmbH, Fehrgasse
7, 2401, Fischamend, AT

Test Limits Results Evaluation
Description
Description clear, colourless odourless complies complies
liquid without visible particles
Identity
Naphazoline nitrate the retention time of the main positive complies
peak in the chromatogram of the
sample solution should comply
with the retention time of the
peak in the chromatogram of the
standard solution of
naphazoline
Methylparahydroxybenzoate the retention time of the main positive complies
peak in the chromatogram of the
sample solution should comply
with the retention time of the
peak in the chromatogram of the
standard solution of
methylparahydroxybenzoate
Identification
Boric acid edge of the flame turns green positive complies
Output of contents of the package - | NLT 90 % 93 % complies
emitted dose
Clarity product should be clear complies complies
pH value
pH 4.5 t06.0 4.6 complies
Naphazoline nitrate content 0.009 g/10ml to 0.011 g/10ml 0.0100 g/10ml complies
Methylparahydroxybenzoate 0.008 g/10ml t0 0.012 g/10ml 0.010 g/10ml complies
content
Boric acid content 0.153 g/10ml to 0.187 g/10ml 0.175 g/10ml complies
Related impurities
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Certificate of Analysis / Certificate of Compliance

Product Sanorin, nasal spray 0.1 %
Product number 60080379 Batch LIMS HV 823246
Batch number E91016A Released quantity 97496 PACKS
Bulk Batch number E91016
Dosage strength 0.1 %
Dosage form nasal spray, solution
Packaging size 10 ml Date of analysis 23.07.2026
Manufacture date 29.06.2026 Specification / ND LP-No(010650)-(RG-RU)-23.06.2025
Expiry date 31.05.2030
Importing country Russia Marketing authorisation No.  LP-No(010650)-(RG-RU)
GMID 30100916
API: NAPHAZOLINI NITRAS, Manuf. batch: 0805710001, CEP: CEP 2023-091-Rev 00, Loba Biotech GmbH, Fehrgasse
7, 2401, Fischamend, AT
Naphtylacethylendiamine NMT 2.0 % ND complies
p-hydroxybenzoic acid NMT 2.0 % ND complies
Individual unidentified impurities | NMT 0.1 % ND complies
Total unidentified impurities NMT 2.0 % ND complies
Microbiological quality
Microbiological quality Ph.Eur.
5.14.
Total aerobic microbial count NMT 10?2 CFU/ml 0 CFU/1 ml complies
(TAMC)
Total combined yeats/moulds NMT 10! CFU/ml 0 CFU/1 ml complies
(TYMC)
Absence of Staphylococcus absent/ml absent / ml complies
aureus
Absence of Pseudomonas absent/ml absent / ml complies
aeruginosa
Abscence of Enterobacteria absent/ml absent / ml complies
resistant to bile
I

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
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Product Sanorin, nasal spray 0.1 %
Product number 60080379

Batch number E91016A

Bulk Batch number E91016

Dosage strength 0.1%

Dosage form nasal spray, solution
Packaging size 10 ml

Manufacture date 29.06.2026

Expiry date 31.05.2030
Importing country Russia

GMID 30100916

7, 2401, Fischamend, AT

Batch LIMS HV 823246

Released quantity 97496 PACKS

Date of analysis 23.07.2026

Specification / ND LP-No(010650)-(RG-RU)-23.06.2025

Marketing authorisation No.  LP-No(010650)-(RG-RU)

API: NAPHAZOLINI NITRAS, Manuf. batch: 0805710001, CEP: CEP 2023-091-Rev 00, Loba Biotech GmbH, Fehrgasse

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2025/2

GMP Certificate No : SK/028V/2025

[/

Certified by QP: Vicenova Maria

Saneca Pharmaceuticals a.s.

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2025/2

GMP Certificate No : SK/028V/2025

Certified on: 23.07.2026
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CEPTUDUKAT AHANU3A

@ Saneca

Mpodykm CAHOPMH® cnpeil HazanbHbIA 0,1%

Homep npodykma 60080379 Cepun LIMS HV 823 246

Homep cepuu E91016A BumnywenHoe Konudecmeo 97 496 ynakosox
Homep cepuu 6anka E91016

Ho3uposaxa 0,1%

JlekapcmeenHan hopma  cnpeii HasanbHLIW - fJama aHanusa 23.11.2026

Pasmep ynoxosxu 10 mn Cneyugpuxkayun N Ne(010650)-(PT-RU) o1 23.062025
Aama npoussodcmeo 29.06.2026 PY No Nn Ne{010650)-(PF-RU)
Cpox 208HOCMU 31.05.2030

Cmpora-umnopmeép Paccun

GMID 30100916

7, 2401, duwameH, ABCTPUA

ADC not: HAQAIONUHA HUTPAT, npouss. cepua: 0805710001, CEP 2023-091-Rew 00, flo6a deitHxemn TmEX, deprpacce

MNowxasarenn TpebosaHun PeaynbraTbl OueHka
BHewHwni 81
Onucanue Mpo3pauHan, GecuserHan mngrocTb 6es | cooTsertcTeyeT COOTBETCTRYET
B8MaKMbIX YacTuy, M 6e3 3anaxa
MopAUHHOCTL
HadazonuHa HUTpaT BpemeHa yAepMWB3HWA  OCHOBHbIX | NOATBEPHAEHA cooTBETCTBYET
MeaTtunnaparnapokcnbeHaoar n1KoB Ha Xxpomatorpammame | NogTBEpPMARHA coOTBETCTBYET
{Metuanapaben) UCNBITYEMOro pacTeopa  AOMKHBI
COOTBETCTBOBATD BPEMEHAM
YARPHMUBAHUA NWKOB HaGaIoNKHa W
MmeTua-naparnapoxcubeHioata Ha
Xpomarorpamme cTaHgapTHOrO PacTeopa
NoanuHHOCTL OKpalMsaH1e KPaA NA3MEHN B 38NeHblll | noATBePHASH] cooTeercrayer
BopHan KMCNoTa user
Brixog coaepMuMoro ynakosKu He menee 50 % 93% cooTBeTcTayer
fpo3payHocTL Mpenapat gonueH BbITb APO3PaAYHLIM COOTBeTCTaYeT cooTeeTcTayeT
pH 45-6,0 mr 4,6 COOTBETCTBYET
KonwvectsenHoe onpegenaHue
HatazonauHa HuTpar 0,009 - 0,011 r/10 mn 0,010 r/10 mn COOTBETCTBYET
Metuanaparmapokcubensoar 0,008 -0,012r/10 mn 0,010 r/10 mn COOTBETCTBYET
{Metuanapaben)
BOpHan Kucnota 0,153 - 0,187 r/10 mn 0,175 r/10 mn €OOTBETCTBYET
PogcraeHHblie npumech
HadmnauetunatuneHguamuH He 6onee 2,0 % He obHapymeHo COOTBETCTBYET
n-FrnapoxcnbeHsoiHan kuenoTa He Gonee 2,0 % He oBHapymeHo COOTBETCTBYET
EA. HeMaeHTUGUUMPOBAHHAA
ApUMech He bonee 0,1 % He oBHapymKeHno cooTBercTayer
Cymma HEMAeHTUDUUMPOBAHHBIX
npumecei He Gonee 2,0 % He o6HapymeHo COOTBETCTBYeT

Caxexa PapmacuioTHKanc a.c.

Hutpuancka 100, 920 27 Fhoroeew, Cnosaukan PecnyBanna, T: +421 33 736 1111, ¢: +421 33 730 0820, e-mail: info@saneca.com

ICO: 46 833 323, IC DPH: 5K2023599842, OR 05 Tpuasa: 10601/T, Tatpa 6anka a.c., IBAN: 5K22 1100 0000 0029 2012 3416
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CEPTUPUKAT AHANTU3A

@ Saneca

fpodyxkm CAHOPHH® cnpeit HazanbHbli 0,1%

Homep npodywma 60080379 Cepun LIMS HV 823 246

Homep cepuu E91016A BeinywesHoe Konuwecmao 97 496 ynakosok
Homep cepuu banka E91016

Aosuposka 0,1%

fllekapcmeennan hopma  cnpeit HasansHuiii  Joma ananusa 23.11.2026

Pasmep ynaxosku 10 mn Cneyughukayun NN Ne(010650)-{Pr-RU) ot 23.062025
Aama npousscdcmea 29.06.2026 PY Ne N Ne{010650)-{Pr-RU}
Cpox 200H0CMU 31.05.2030

Cmpana-umnopmép Pocenn

GMID 30100916

7, 2401, duwamens, ABCTPUA

ADC no1: HAGAZ0NUHA HUTPAT, npoun3s. cepun: 0805710001, CEP 2023-091-Rew 00, Nloba derinxemn TMbX, ®eprpacce

MuKpo6HonorMyecKkan YMCToTa
B cooTeetcTBum ¢ Esp.@. 5.1.4.
Obuwee xoAMUECTBO a3POBHLIX
MWKpOoOpraHuamos {TAMC)
Obwee KonnyecTso
APOHKEBBIX U NAecHeswX rpuboe
(TYMC})
Staphylococcus aureus
Pseudomonas aeruginosa
IHTEpOGaNTRPUK, YCTOHYMBLIE K
Henum

He fionee 10> KOE/mn 0 KOE/mn cooTBeTCTRYET
He Gonee 10! KOE/mn 0 KOE/mn COOTBETCTBYET
oTcyTcTeMe B 1 mA OTCYTCTBYET B 1 M | CoOTBETCTBYET
otcyTcTene B 1 ma oTcyTCTBYET B 1 MA | COOTBETCTBYeT
oTcyTcTene 8 1 mn oTCYTCTBYETB 1 MA | cooTBeTCTBYET

CoovBeTcTBYeT cneumdrraumu.

HacToawmm A nogTeep#aas, 4To KHGOpMauUa, NPpeaCcTasNeHHanA BLILE, ABAAETCA TOUHONH W NOAANMHHONK. laHHas CepyA
npogyxTa 6bina npousseaeHa, BRAOYEA YNAKOBKY U HOHTPONL KAYeCTBa, Ha NPOW3BOACTBEHHON NAOWAAKE, KOTOPaA
NONHOCTLIO cooTBeTcTBYeT Tpebosannam Hagnemaweit NponssoactsenHoi Npaktukn (GMP) Esponeiickoro Coiwo3a B
COOTBETCTBMM CO cneunduKaumeil cTpaHbl-umnoptépa. OTYETLI NO NPOW3IBOACTBY, YNaKOBKE W aHANW3y Cepuu

cooTeeTcTByloT Tpebosanuam GMP.

NponzsoACTEEHHAR NAOWARKA:

CaHera PapmacbloTUKanc a.c, HutpuaHcka 100
920 27 Fnoroseu, Cnoeauxan Pecnybavka

Homep paspewenuna:; V-15/2025/1
Ne GMP ceptudurata: SK/028V/2025

BbinyweHo gna Npoaa)u

MNnowjaaxa KOKTPONA K3YECTBA U BLINYCKA:
Canexa PapmacbioTMianc a.c, Hutpuadcka 100
920 27 Tnoroeew, Cnosaukas PecnyBanka
Homep pa3pelwlenun: V-15/2025/1

Ne GMP ceptudukara: SK/028V/2025

YnondomoueHHblit NO KavecTay: BuueHosa Mapun Aara: 23.07.2026

CaHexa ©apMacnioTHKaNC a.c.

Hutpuancxa 100, 520 27 Thoroeew, Cnosauxan PecnyBauka, T: 4421 33 736 1111, ¢: +421 33 730 0890, e-mail: info@saneca.com

ICO: 46 833 323, IC DPH: 5K2023599842, OR 05 TpHaea: 10601/T, Tarpa Gawxka a.c., IBAN: 5K22 1100 0000 0029 2012 3416
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