SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANMU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUIA KO NPOOYKTA: 704531 BATCH Ne /MAPTUA Ne /: 31413
MANUFACTURE DATE: / DATA U3TOTOBNEHUA: 11/2023 C.A/ CEPTUOUKAT AHANN3A: 6225/23
ANALYTICAL PROC. N°: / NIPOTOKON AHAJIU3A Ne: SRAS-QWACRV.2 EXP./CPOK TOOHOCTMU: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatusHas
aokymedtaumns 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO NPOAOYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUN: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPU/ ®APMAUEBTUYECKOW CYBCTAHLINW: 23010347

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOWU CYBECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuundmkauyum PesynbTtarthl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3apaynbi

WM MONTW  Npo3padyHblid  pactBop oT noyth | Complies / CooTBeTcTayeT
HecupeTHOro fo cnabo-XenToro useTa.

ldentity/ MognuHHoCcTb Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
Okcumetasonuna ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTBYET
Bpema ynepxwBaHMA OCHOBHOTO nuka Ha
XpomaTorpaMmMe UCNbITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATH BPEMeHU YAEPXKUBaAHNA

OCHOBHOTO nuka Ha XpomaTtorpamme
CTaHAapTHOrO  pacTBopa  OKCUMETA30MuHa
ruapoxnopuaa, nony4YeHHou npu

KONMUYEeCTBEHHOM onpeaeneHuu.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xnopug chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CooTBeTcTayeT
solution obtained in the Assay test. / Bpewms
YAEPXKNBAHNA OCHOBHOTO Nka Ha xpomaTorpamme
NCNbITYEMOro pacTBopa AOMKXHO COOTBETCTBOBATL
BPEMEHU YAEPXUBAHWUA OCHOBHOrO MuKa Ha
Xxpomarorpamme cTaHgapTHoro pacTeopa
BeHsankoHus  xnopwaga,  nonydeHHoW  npu
KONMUYECTBEHHOM OnpefeneHun,

Clarity / MpospayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus Complies / CooTBeTcTBYyET

npenaparta He Jalel WICF:| npeBsbIWAaThL
onanecueHUMo  3TanoHa cpaBHeHus |/Boabl
OYULLEHHON.

1/4
IMP.5.10




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A TOTOBOIO MPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3ueuH® Kannm HazanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KO MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31413
MANUFACTURE DATE: / ATA U3rOTOBMEHWA: 11/2023 C.A/ CEPTU®UKAT AHAJTN3A: 6225/23
ANALYTICAL PROC. N°: / MPOTOKON AHANN3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOAHOCTMW: 11/2026

| ANALYTICAL REFERENCE / PEQEPEHTHbIM NCTOYHUK METOAOB AHANWU3A: Normative documentation / HopmatuneHasn
_AckymenrTauus [1N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUIX KOO NPOOYKTA KNUEHTA: 81775838

APl NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOWN CYBCTAHLUMN: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUN ® APMALEEBTUYECKOWN CYECTAHLIUU: 23010347

APl MANUFACTURER NAME /

| HAMMEHOBAHWE MPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLWK; Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOANTENSA ®PAPMALIEBTUYECKOW CYECTAHLMMA: Germany

TESTS SPECIFICATIONS RESULTS
Mokazatenwu Cneundukaummn PesynbTaTthbi
Color / LiBeTHOCTL The product should be colorless or be comparable
to reference solution Y7. / Mpenapat nonxen 6biTb
BecuBetHbiM unn BblaepxuBaTs cpasHenne ¢ | Complies / CooTBeTcTBYET
3TanoHom Y7.
Relative density (d 20/20) / OTHocuTenwHan From 1.006 to 1.010/ Ot 1,006 go 1,010
nnotHocTb (d 20/20) 1.006
pH From5.5t06.5/015,5006,5
5.9
Osmolality / OcmonsnsHocTe From 270 to 330 mOsmalkg / Ot 270 ao 330
mOcmons/kr 285
Relative impurities / PoacTBeHHble npumech
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentifled impurity / EgnHnunas Not more than 0.1 % / He 6onee 0,1 % <LD
HENAEHTMDNLMPOBaHHAA NPUMECH
Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 % <LD
Assay | KonnyectBeHHOe onpeaenexune _
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopua, hydrochloride/ Ot 237,5 0o 262,5 mkr/mn 249.4
OoKCMMeTa3onuHa rmapoxnopuaa.
Benzalkonium chloride / BenaankoHusa xnopua From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50
45 o 55 mkr/mn 6eH3ankoHua xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704531

BATCH Ne / MTAPTUA Ne /: 31413

MANUFACTURE DATE: / JATA U3FOTOBIEHUA: 11/2023

C.A /| CEPTUOUKAT AHAITU3A: 6225/23

ANALYTICAL PROC. N°: / IPOTOKO/ AHANTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOOHOCTHU: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTtueHas

AokymeHTauuns M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHMUIA KO NPOAYKTA KNUEHTA: 81775838

AP| NAME /| HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIUU: 23010347

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENS ®APMALIEBTUYECKOW CYECTAHLIUW: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudpmkauymm Peaynbrarthbi
Microbial purity / Mukpo6uonoruueckas
YucrtoTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml / <1CFU/ml
O6Lwee yneno aspobHbIx GakTepuit He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /m! / <1 CFU/ml

OBLyee uncno ApoXOKEBBIX U NIECHEBLIX rpuBoB

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10" KOE/mn

Absence in 1 ml/ Otcyrcteue B 1 Mn

Absence in 1 ml/ OtcyTcTBure B 1 Mn

Absent / OtcyTcTtayloT

Absent / OtcyTcTaylOT

Package / Ynakoska

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 dhnakoH TEMHOTO
cTekna ¢ HaBWHYMBAEMOW NOMUNPONUNEHOBON
KPbILUKOW CO BCTPOEHHOM NUNETKOM U3 cTekna Tuna
3 (Eep. &.) u GpomByTUnKayyyka.

Mo 1 cnakoHy ¢ UHCTPYKUMEN no

NPUMEHEHUIO B NayKy KapTOHHY!O,

Complies / CooTBeTcTRYCT

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUW C HOPMaTUBHOM
AOKYMEHTauunen.

Complies / CooTBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He sbiwe 25°C.

Shelf life / Cpok roaHocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 31413
MANUFACTURE DATE: / IATA U3rOTOBNEHUSA: 11/2023 C.A/CEPTU®UNKAT AHANKN3A: 6225/23
ANALYTICAL PROC. N°: / MIPOTOKOM AHATM3A Ne: SRAS-9WACRV.2 EXP./CPOKTOAHOCTMW: 11/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM MICTOYHUK METOLOB AHANMU3A: Normative documentation / HopmaTusHasn
_AokymeHTaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NPOAYKTA KINUEHTA: 81775838

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKON CYECTAHUUW: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLNK: 23010347

API MANUFACTURER NAME / .
HAWMEHOBAHWE NPOVU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLUINU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOWU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHUWNKU: Germany

[ REMARKS / MpumeyaHwue:
The Product conforms to ND/
MNpoaykT cooTBeTCcTBYET TpeboBaHnam HL

BATCH REMARKS / MpumeyaHue ans cepun:

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. / JauHbiM CBUAETENLCTBYIO, UTO AaHHas NapTUs NpPoBepeHa B

ANALIST / AHanutuk:

COOTBETCTBMW C pa3pelleHneM Ha mapkeTuHr u Esponefickum pykOBOACTBOM NO Haanexalle# Mnpov3BoACTBEHHONW
DECISION / 3akntodeHue:
Helena Santos -

npaxT1ke ANA NeKapCTBEHHbIX NPOAYKTOB.
'gka/"czo‘(
DATE / QaTa: 201}

M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOR NULO:

4/4
IMP.5.10



