SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A rOTOBOIO MPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3anBuH® Kannu HazanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWW KO NPORYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31354
MANUFACTURE DATE: / BATA U3rOTOBNEHUSA: 10/2023 C.A/ CEPTU®UKAT AHANKN3A: 6220/23
ANALYTICAL PROC. N°: / NPOTOKON AHAJU3A Ne: SRAS-9WACRV.2 EXP./ CPOK OAHOCTM: 10/2026

ANALYTICAL REFERENCE /| PE®EPEHTHBIN UCTOYHUK METOOOB AHANU3A: Normative documentation / Hopmatushas
AokymeHTaumsa [ N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KITUEHTA: 81775838

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLUM: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYECTAHLMMU: 23010347

API MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOANTENA ®APMALEEBTUYECKON CYECTAHLUMM: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEEBTUYECKOW CYECTAHLMMN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudmkaumnmn Pe3ynbTaTthbl
Color / LiBeTHoCTb The product should be colorless or be comparable
to reference solution Y. / Mpenapat gomkeH BbITh
GecuseTHbIM UMW BbIAEPXKMBATL CPaBHEHUE C Complies / CooTeeTcTByeT
3TanoHom Yz.
Relative density (d 20/20) / OtHocuTenbHan From 1.006 to 1.010/ OT1 1,006 go 1,010
nnotHocTb (d 20/20) 1.007
pH From5.5t06.5/015,5 80 6,5
5.9
Osmolality / OcMonsanbHoOCTL From 270 to 330 mOsmolkg / OT 270 no 330
mOcmonb/kr 287
Relative impurities / PogcTBeHHble npumecn
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He Gonee 0,5 % <LD
(npoaykT rupponusa)
Impurity ZP-1 / Npumecb ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnunasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUMUUMPOBaHHAasA NPUMeCch
Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 % <LD
Assay / KonnyecTBeHHOe onpegenexune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OxkcnmeTasonuHa ruapoxnopug hydrochloride/ Ot 237,5 o 262,5 mxr/mn 251.4
OKCMMETAasoNnuHa ruapoxnopuaa.
Benzalkonium chloride / BenaankoHus xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50
45 po 55 mkr/mn 6eHaankoHna xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTTIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBMH® kannu Ha3anbHbie 0,025% Poccun / ]

ARTICLE CODE / BHYTPEHHUW KOO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31354
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 10/2023 C.A/ CEPTUOUKAT AHAITU3A: 6220/23
ANALYTICAL PROC. N°: / TPOTOKOJT AHAINU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 10/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIX UCTOYHUK METOAOB AHAJIIU3A: Normative documentation / HopmatusHas
AokymeHTauusa M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUWN KO NPOAYKTA KNUEHTA: 81775838

API NAME /| HAMUMEHOBAHWE ©®APMAUEBTUYECKOW CYECTAHLINMU: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUU: 23010347

AP MANUFACTURER NAME /

HAMMEHOBAHUE MPOU3BOAUTENA ®APMALIEBTUYECKON CYBCTAHLWW: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMAUEBTUYECKOW CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudumkauumn PesynbraThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHbiii

WM nNouMTW npo3payHbii pacteop oT noutu | Complies / CooTBeTcTBYET
GecupeTHOro Ao cnabo-xenToro UpeTa.

Identity/ MognuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTazonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CootBeTcTBYET
Bpema ynepxuBaHua OCHOBHOTO nuka Ha
XpomartorpamMme UCMbITYyeMOro pacTeopa AOMKHO
COOTBETCTBOBATL BpPEMeHU YAEPXKUBAHUS

OCHOBHOTO nuka Ha XpomarorpaMmme
CTaHaapTHOro pacTBopa OKCUMETAa30MNNHA
rMAPOXIOpUAA, Nony4YeHHoON npu

Konu4ecTBeHHOM onpeaeneHun.

Benzalkonium chloride / Bensankoxus Retention time of the main peak in the
xnopug, chromatogram of the test solution should comply
with retention time of the maln peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTeeTcTBYET
solution obtained in the Assay test. / Bpewms
YAEPXKUBaAHWUS OCHOBHOTO NUKa Ha XpomaTorpamme
NCNBITYEMOro pacTsopa AOMKHO COOTBETCTBOBATb
BPEMEHN YAEPXWBAHUS OCHOBHOTO nNWka Ha
XpomartorpaMme CTaHAapPTHOTO pacTeopa
BeHsankoHns  xnopuaa,  NOMyYeHHoW  mpu
KONU4ECTBEHHOM OnpeaeneHuu,

Clarity / NpospayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus | Complies/ CooTeeTcTBYET

npenapaTta He [OMXKHa npesbiWaTh
onanecueHUund sTanoHa cpaBHeHus |/Boabl
OYULLIEHHOMN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANMN3A TOTOBOI'o NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HaszanbHbie 0,025% Poccust /

ARTICLE CODE / BHYTPEHHUI KOZ NMPORYKTA: 704531

BATCH Ne / MAPTUA Ne /: 31354

MANUFACTURE DATE: / OATA U3FOTOBNEHUA: 10/2023

C.A/ CEPTU®UKAT AHANN3A: 6220/23

ANALYTICAL PROC. N°: / IPOTOKOJT AHAJTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK rOAHOCTW: 10/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHANWU3A: Normative documentation / HopmaTvierasi

AokymeHTaums 11 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NMPOAYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLWU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLINN: 23010347

APl MANUFACTURER NAME /

HAUMEHOBAHUWE NPOU3BOAUTENA PAPMALIEBTUYECKOW CYECTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKOW CYECTAHLIUKN: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuuduxauyuu Pe3ynbrathi
Microbial purity / Mukpo6uonorunyeckas
yucroTa
Total aerobic microbial count (TAMC)/ Not more than 10° CFU / ml / <1 CFU/ml
O6uwee uncno aspobHbix Gakrepuir He Gonee 102 KOE/Mn
Total combined yeast and molds count (TYMC)/ Not more than 10° CFU /ml / <1 CFU/ml

ObLee 4MCno ApodCKeBbIX U NNECHEBbLIX rPrBoB

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 101 KOE/mn

Absence in 1 ml/ OTcyrcTBre B 1 Mn

Absence in 1 ml/ OTcyTcTBUE B 1 MNP

Absent/ OTcyTtcTBytoT

Absent / OtcyTcTByloT

Package / YnakoBka

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 npenaparta Bo hnakoH TEMHOro
cTekna € HaBUHYMRAEMON MONMUNPONUIEHOBON
KPbILLKOW CO BCTPOEHHOW NUMETKON M3 cTekna Tuna
3 (Esp. ®.) n GpomByTUnKayuyka.,

(Mo 1 chnakoHy € UHCTPYKUME no

NPUMEHEHWIO B NaYKy KapTOHHYHO.

Complies / CooTBeTCTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUMN C HOPMATUBHOM
AOKYMeHTauuen.

Complies / CooTBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaTtype He Bbilwe 25°C,

Shelf life / Cpok roanocTu: 3 years/ 3 rona
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANN3A rOTOBOIO NMPOAYKTA

PRODUCT / TPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannum HasanbHbie 0,025% Poccus |

ARTICLE CODE / BHYTPEHHWUW KO NPOOYKTA: 704531 BATCH Ne / TAPTUSA Ne /: 31354
MANUFACTURE DATE: / JATA U3FOTOBNEHWA: 10/2023 C.A/ CEPTUDUKAT AHANN3A: 6220/23
ANALYTICAL PROC. N°: / MTPOTOKON AHANMN3A Ne: SRAS-OWACRV.2 EXP./ CPOK TOAHOCTM: 10/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METONOB AHANMW3A: Normative documentation / HopmaTuBHanA
HokymeHTaumsa M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOOYKTA KNUEHTA: 81775838

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKON CYBCTAHLIMU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOW CYECTAHLUWWU: 23010347

API MANUFACTURER NAME / .
HAWMEHOBAHWE NPON3BOONTENA PAPMALIEBTUYECKOW CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAWTENA ®APMALIEBTUMECKOW CYECTAHLIMU: Germany

REMARKS / NpumeuaHue:
The Product conforms to ND/
MpoaykT cooTseTCcTBYET TpeboBanuam H

BATCH REMARKS / Mpumeuanue ansa 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 NapTUs NPOBEpeHa B
COOTBETCTBMW C paspelleHueM Ha MapkeTWHr m EBponeickum pykoBOACTBOM MO Haprnexallei npou3soaCTBeHHON
npaKkThKe 4N NexapCTBEHHbIX NPOAYKTOB.

GNE‘“—'STS’ At”a“"T”": DECISION / 3aknioveHne: /W’ L 2 4
elena santos b

DATE / Rara: F'}l-)/ U / w3 1}4&
M. Inés Ribeiro QUALIFIED PERSON / OtgetcrsenHoe nuuo: ¥ =
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