SOFARIMEX

INDUSTRIA QUIMICA £ FARMACFUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A NOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30999
MANUFACTURE DATE: / OATA U3FOTOBNEHUA: 07/2023 C.A | CEPTUDUKAT AHANU3A:4405/23
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTMU: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIWN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTneHas
nokymeHTauus M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KNUEHTA: 81775838

API NAME /| HAMMEHOBAHVE ®APMALIEBTUYECKOW CYBECTAHLIMKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEBTUYECKOW CYBCTAHLUWUU: 23010347

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHLINU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOWN CYBCTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneuudomkauunu PesynbraThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpoapayHsblit

WM NOYTW  npo3padyHbii  pacteop oT noytu | Complies / CooTeetcTayeT
BecuseTHoro 4o cnabo-xenToro upeTa.

Identity/ MoanuHHocTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtasonuHa rugpoxnopun with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CooTBeTcTBYET
Bpemsi ynepxuBaHuA OCHOBHOrO nnka Ha
XpomMarorpamMmme UCMbITYeMOoro pacTeopa AOMKHO
COOTBETCTBOBATHL BpEMeHU YAEPXUBAHUS

OCHOBHOroO nuka Ha Xpomatorpamme
ctaHaapTHoro pacTteopa OKCUMeETa3onnHa
rmapoxnopuaa, nonyyeHHon npn

KONn4eCTBeHHOM onpeaeneHunu,

Benzalkonium chloride / BeHzankoHua 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 chioride standard | Complies / CooteeTcTBYET
solution obtained in the Assay test. / Bpewms
YAEPKUBEHNS OCHOBHOTO Nka Ha XxpomaTtorpamme
NCMbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAepXMBAHWA OCHOBHOrO nuka Ha
XpomaTorpaMme CTaHaapTHOro pacTeopa
6eH3ankoHus xnopvaa, nony4eHHon npu
KONUYEeCTBEHHOM onpeaeneHuu.

Clarity / MpoapayHocTb The opalescence of the product should not exceed o
the opalescence of the reference
suspension I/purified water. / OnanecueHuus Complies / CooTBetctayer

npenapaTta He OOMKHA npesbIWaTh
onanecueHumilo  aTanoHa cpaeHeHus |/Bogbl
OYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Hazueuu® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWW KOl NPOAYKTA: 704531

BATCH Ne / MAPTWUA Ne /: 30999

MANUFACTURE DATE: / BATA U3rOTOBNEHWSA: 07/2023

C.A/CEPTUO®UKAT AHANU3A:4405/23

ANALYTICAL PROC. N°: / NPOTOKON AHAMN3A Ne: SRAS-9WACRYV.2

EXP./ CPOK FrOAHOCTMU: 07/2026

nokymeHTauwma N N012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAJITNM3A: Normative documentation / HopmaTusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KO NMPOAYKTA KIUEHTA: 81775838

API NAME / HAMMEHOBAHME ®APMALIEBTUYECKON CYECTAHLINMKU: Oxymetazoline Hydrochloride

| API BATCH NUMBER / HOMEP CEPVIM GAPMALIEBTUYECKOWN CYECTAHLIUN: 23010347

API MANUFACTURER NAME /

_HANMEHOBANHWE NPON3BOANTENA ®PAPMALIEBTUYECKOWN CYECTAHUWMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
_CTPAHA NPOU3BOAUTENA PAPMALIEBTUYECKOW CYECTAHLIMN: Germany

TESTS
NokasaTtenu

SPECIFICATIONS
Cneundunkauum

RESULTS
PesynbTatsl

Color / UBeTHOCTBL

The product should be colorless or be comparable
to reference solution Y. / Mpenapat gonxeH 6biTs
fecLBeTHbIM WNKM BLIAEPXKUBATL CPaBHEHWE C
3TanoHom Y7z.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OtHocuTensHan

From 1.006 to 1.010/ O7 1,006 go 1,010

45 po 55 mkr/mn 6eH3ankoHnsa xnopuaa

nnotHocTb (d 20/20) 1.008
pH | From5.5t06.5/015,5 10 6,5
6.0

Osmolality / OcmonanbHoCTSL From 270 to 330 mOsmolkg / OT 270 po 330

mOcmonb/kr 279
Relative impurities / PoacTBeHHbIe npumech
Impurity A (hydrolysls product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
{npoaykT rnaponusa)
Impurity ZP-1 / Npvmecb ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / EauHnunas Not more than 0.1 % / He Gonee 0,1 % <LD
HeneHTUGULMPOoBaHHas NPUMECH
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD

~ Assay / KonuuecTtBenHoe onpepenenue

Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcvmeTa3onuHa rugpoxsopug hydrochloride/ Ot 237,5 0o 262,5 mkr/mn 247.6

OKCUMETAa30MMHA TMAPOXIOPUAA.
Benzalkonium chloride / BeHaankouus xnopua From 45 to 55 ug/mL of benzalkonium chloride/ OT 50

2/4

IMP.5.10




SOFARIMEX

INDUSTRIA QUIMICA F FARMATFLITICS, S &

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A TrOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOJ NMPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30999
MANUFACTURE DATE: / HATA U3rOTOBNEHUA: 07/2023 C.A/CEPTU®UKAT AHAINTN3A:4405/23
ANALYTICAL PROC. N°: / MPOTOKON AHAJIU3A Ne: SRAS-9WACRV.2 EXP./CPOK rOOQHOCTW: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIU UCTOYHUK METOAOB AHANWU3A: Normative documentation / HopmaTveHas
AokymenTaumsa M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KITUEHTA: 81775838

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOWN CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALEEBTUYECKOW CYECTAHUWN: 23010347

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAMTENA ®APMALIEBTUYECKOW CYBCTAHLIUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLUW: Germany

TESTS SPECIFICATIONS RESULTS
NokaszaTenu Cneuundmkauun PesynbTaTthl
Microbial purity / Mukpo6uonoruyeckas
JYucrora
Total aerobic microbial count (TAMC) / Not more than 102 CFU / ml / <1CFU/ml

O6uiee uncno aspobHbix GakTepui He Gonee 102 KOE/mA

Total combined yeast and molds count (TYMC)/ Not more than 10" CEU / ml / <1CFU/ml
Obuee YMcno ApoXKEBbIX U NIECHEBLIX FPUBOB He Gonee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTamne 8 1 mn Absent / OtcytcTayioT
Staphylococcus aureus Absence in 1 ml/ Otcytctaue 8 1 mn Absent/ OtcyTcTRyioT
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 leatlet in a carton
pack. / Mo 10 mn npenapaTa BO hnakoH TEMHOro
cTekna ¢ HaBWHYMBaEMoOn nonuvnponuneHosoln | Complies / CooTBetcreyer
KpbILUKOW CO BCTPOEHHOW NUNETKON U3 cTekna Tuna
3 (Esp. ®.) n GpomGyTUnKayuyka.

Mo 1 dnakoHy ¢ MHCTPYKLUWEN no

MPUMEHEHWIO B NayKy KapTOHHYIO,

Labeling / Mapkupogka According to Normative documentation. / B
COOTBETCTBMM C HOPMATUBHON

AOKYMeHTaunen. Complies / CooTBeTcTayeT

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

Shelf life / Cpok rognocTu: 3 years / 3 ropa
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SOFARIMEX

INDUSTRIA QUIMICA F FARMATELITICA, S 4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTNOUKAT AHATIU3A TOTOBOIO NPOAYKTA

| PRODUCT / NMPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kansnu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWI KOJ1 MPOAYKTA: 704531 BATCH Ne / NTAPTUSA Ne /: 30999
MANUFACTURE DATE: / AATA U3FOTOBINEHWNA: 07/2023 C.A/ CEPTU®UKAT AHANWN3A:4405/23
ANALYTICAL PROC. N°: / TPOTOKOJT AHANU3A Ne: SRAS-9WACRV.2 EXP./CPOK TOQOHOCTW: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHWUK METOAOB AHANWU3A: Normative documentation / HopmatneHas
| AokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO NPOAYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIMKN: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLNN: 23010347

APl MANUFACTURER NAME / .
HANMEHOBAHWE MPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLIUN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAMUTESA ®APMALIEBTUMECKOW CYECTAHUMK: Germany

REMARKS / Mpumeuanue:
The Product conforms to ND/
Mpoaykr cooTeeTcTBYET TpeBoBanusam HJ

BATCH REMARKS / Npumeyanne 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. / JaHHbiM CBUGETENLCTBYIO, YTO AAHHAA NapTUs NPOBEpeHa B
COOTBETCTBUNA C paspelleHneM Ha mapkeTuHr v Esponeickum pykosoACTBOM M0 Hapanexatuen Npon3BoACTBEHHON
npaKTUKe ANS NeKapCTBEHHLIX MPOAYKTOB.

ANALIST / Ananutuk: DECISION / 3aknioueHue: ﬁ//%‘/%l
Joana Martins v/

DATE | flata:  30/08/ %25
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE N1uo:
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