SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A TOTOBOIO NMNPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaaneuH® kannu HazanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA NMPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30934 B
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 07/2023 C.A/ CEPTU®UKAT AHANN3A:4401/23
ANALYTICAL PROC. N°: / IPOTOKOM AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTH: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmatusHas
AokymeHTauka N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KNUEHTA: 81775838

API NAME / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBECTAHLIUKN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALEBTUYECKOW CYECTAHLUK: 23010347 |

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOANTENA ®APMALIEBTUMECKOWN CYECTAHLIWK: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENA SAPMALIEBTUMECKOW CYBCTAHLIUAN: Germany

TESTS SPECIFICATIONS RESULTS
NokasaTtenu Cneuudukaumn PesynbraTsl

Transparent or almost transparent, from a nearly

e olorle lightt | lution. YHbIV .
Description/ Onucanue colarless to slightly yelvow solution. / Mpoapaskeli Complies / CootBeTcTayeT
WU NOMTM NPO3PayHBbIi PacTBOP OT NOYTH

GecupeTHoro Ao cnabo-xenToro useTa.

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepwuBaHWa  OCHOBHOTO nMKa Ha
XpomaTorpamMmmMme UCnbITYemMoro pacTeopa AOMKHO
COOTBETCTBOBATHL BpPEMEHU yAepXuBaHus

Identity/ MoanuuyvocTk
Oxymetazoline hydrochloride /

OxcumeTasonuHa ruapoxnopun Complies / Cootaetcrayer

OCHOBHOTO nuKka Ha Xpomarorpamme
CTaHAapTHOrO pacTteopa OKCUMEeTas3onuHa
rmapoxrnopuaa, NONy4YeHHOW npwu

KONMUYECTBEHHOM onpeaeneHunu.

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the muin peak In the
chromatogram of benzalkonium chloride standard
. . solution obtained in the Assay test. / Bpems
Benzalkonium chloride / Betzankonus YACPXKUMBAHMA OCHOBHOTO Nika Ha xpomaTorpamme | Complies / CooTeeTcTayeT
xnopun UCMbITYEMOro pacTBOpa AOMKHO COOTBETCTBOBATD
BPEMEHU YyAEpXUBAHUA OCHOBHOMO NUKA Ha
Xpomartorpamme CTaHAapTHOro pacTBopa
Bensankonua  xnopuaa, nomnyyeHHon  npwu
KONMYECTBEHHOM OMNpeaenernu.

The opalescence of the product should not excecd il
the opalescence of the reference
Clarity / Mpo3paunocTs suspension l/purified water. / OnanecueHuns .

y/Tiposp npenapaTa He AonxHa npesbIlLaTh Complies / CooTaetcrayer

onanecueHuvo  atanoHa cpaBHeHus  |/Boabl
OQYULLIGHHON,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANN3A TOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuu® kannu HazanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUM KO, NPOAYKTA: 704531

BATCH Ne / MAPTWUA Ne /: 30934

MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 07/2023

C.A/CEPTUDUKAT AHANUN3A:4401/23

ANALYTICAL PROC. N°: / MTPOTOKO/1 AHAITU3A Ne2: SRAS-9WACRV.2

EXP./ CPOK FrOOQHOCTMW: 07/2026

HorkymeHTaund NMN012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHbIV UCTOYHMK METOLOB AHAINWU3A: Normative documentation / HopmaTtuenas

CUSTOMER INTERNAL CODE / BHYTPEHHUA KO NPOAYKTA KNNMEHTA: 81775838

API NAME / HAUMEHOBAHUWE ®APMALIEBTUMECKOW CYBCTAHLNKN: Oxymetazoline Hydrochloride

| API BATCH NUMBER / HOMEP CEPWN ®APMALEEBTUYECKOWN CYBCTAHLINK: 23010347

| API MANUFACTURER NAME |

HAMMEHOBAHWE NPOU3BOANTENA ®APMALEEBTUYECKON CYBCTAHLMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP1/ .
_CTPAHA NPOU3BOONTENA ®APMALIEBTUMECKOW CYECTAHUWKU: Germany

TESTS
Mokasatenn

SPECIFICATIONS
Cneuyndrmkaumm

RESULTS
Pesynbratbl

Color / iBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat ponxex BbiTb
BecuseTHbIM UNU BbIAEPXKUBATL CPABHEHNE C
aTanoHom Y.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenLHan

nnotHocTs (d 20/20) From 1.006 to 1.010/ Ot 1,006 go 1,010 1.007
pH From55t06.5/0715,5106,5 59
. From 270 to 330 mOsmol/kg / Ot 270 no 330

Osmolality / OcmonansHocTL MOCMORb/K 275
Relative impurities / PoactBeHtble npuMecn
Impurity A (hydrolysis product) / Mpumecsb A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponuaa)
Impurity ZP-1/ Mpumecb ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuynas Not more than 0.1 % / He 6onee 0,1 % <LD
HeneHTUUUMPOBaHHas NPUMECh
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
A /K CTBEHHOE OnbeseneHme From 237.5 to 262.5 pg/mL of oxymetazoline
Oss’“yt "IP""; dTBehl .‘é /"p A hydrochloride/ OT 237,5 8o 262,5 mkr/mn Y

xymetazoline fiycrochroride OKCUMETA30MMHA TMAPOXropuaa. ’
OkcumMeTasonuHa rmapoxnopug

From 45 to 55 pg/mL of benzalkonium chloride/ OT

Benzalkonium chloride / BeHzankoHus xnopug 45 po 55 mkr/mn 6eHzankoHWs xnopuaa 50
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, SA

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TrOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBnH® kannu HaszanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA MPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 30934
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 07/2023 C.A/ CEPTUDUKAT AHATTN3A:4401/23
ANALYTICAL PROC. N°: / NIPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOHOCTMU: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM NICTOYHUK METOIOB AHAINU3A: Normative documentation / HopwmatueHas
nokymeHTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KNUEHTA: 81775838

API NAME / HAMMEHOBAHUWE ®APMALEBTUYECKOW CYBCTAHLMMA: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUU ®APMALUEBTUYECKOW CYECTAHLUM: 23010347

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKOM CYBECTAHLIUN: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHLIUW: Germany

[ Microbial purity / Mukpo6uonorudeckas

yucrora
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml / <1CFU/ml
O6Lyee uncno aspobHbIx GakTepuii He Gonee 10° KOE/mn m
Total combined yeast and molds count (TYMC) / Not more than 10’ CFU / ml/ <1 GFU/ml
O6Luee Y1cno APOXOKEBBIX U MNECHEBLIX FPUGOB He 6onee 10" KOE/mn m
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue 8 1 mni Absent / OtcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OTcytcTBue B 1 Mn Absent / OtcyTcTayioT

10 mL in an amber glass bottle with a polypropylene

screw cap with an integrated pipette made of glass

type 3 (Eur. Ph.) and bromobutyl rubber,

1 bottle and patient information leaflet in a carton

pack. / Mo 10 mn npenapaTa BO hniakoH TEMHOrO

Package / Ynakoska CTeékna ¢ HaBnWHUMBaeMOW nonvnponuneHosol | Complies / CootBetcTeyeT
KPBILIKOA CO BCTPOEHHOM NUNBTKOW U3 cTeKna Tuna

3 (EBp. ®.) u GpomByTunkayyyka.

o 1 dnakoHy ¢ MHCTPyKUMEN No

NPUMEHEHWIO B NayKy KapTOHHYIO,

According to Normative documentation, / B b

Labeling / MapkupoBka COOTBETCTBUM ¢ HOPMATUBHON .
9 pxup LOKyMEHTaLVei!. Complies / CootetctayeT

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bbiwe 25°C,

Shelf life / Cpok ronHocTu: 3 years / 3 roaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBnu® kannu Hasanbhblie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUIA KO NPOQYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 30934
MANUFACTURE DATE: / 1ATA U3rOTOBNEHWUA: 07/2023 C.A/ CEPTU®UKAT AHANN3A:4401/23
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP./CPOKIOAHOCTW: 07/2026

ANALYTICAL REFERENCE /| PEQEPEHTHbLIN NCTOYHUK METOHLOB AHAJIU3A: Normative documentation / HopmaTtusHas
HokymedTauus [ N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOAYKTA KNUEHTA: 81775838

API NAME / HAMMEHOBAHWE ®APMAUEBTUYECKOW CYBCTAHLINMU: Oxymetazoline Hydrochloride

“API BATCH NUMBER / HOMEP CEPWU OAPMALIEBTUMECKOW CYBCTAHLINUN: 23010347

API MANUFACTURER NAME / .
HAWMMEHOBAHWE NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLIMMK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOANTENA ®APMALIEBTUMECKOW CYECTAHUWUN: Germany

REMARKS / Mpumevanue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpebosaHusam HJ

'BATCH REMARKS / MNpumMevaHne ans cepum:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / JaHHbiM CBUAETENLCTBYIO, YTO AAHHAs NapTWsl NPOBEpPEHa B
COOTBETCTBUM C pa3pelieHneM Ha MapkeTuHr 1 EBponenckum pyKoBOACTBOM MO Hagnexalle npounsBoacTBEHHOW
NpaKkTuke ANs NekapCTBEHHbIX MPOAYKTOB.

ANALIST / AHanutuk: ] i
) DECISION / 3aknioueHue:
Joana Martins £/ 4/ /V’ﬁ/ P4
DATE ! Data: /o p/ 7
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE nuuoC/-
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