SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazauBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44137
MANUFACTURE DATE: / AATA U3IOTOBNEHUA: 02/2024 C.A/ CEPTU®UKAT AHAINU3A: 1064/24
ANALYTICAL PROC. N°: / IPOTOKOI AHATINU3A Ne: SRAS-9WACNM.5 EXP. / CPOK rOAHOCTM: 01/2027

ANALYTICAL REFERENCE / PEOEPEHTHbLIU UICTOYHUK METOOOB AHAJNU3A: Normative documentation / HopmaTtusHas
nokymeHTaumsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOL MPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMUMEHOBAHWE ®APMALEBTUYECKOW CYBCTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumertasonuHa ruapoxnopua, MHH: OkcumeTaszonux

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBECTAHLUMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYBECTAHLUUW NPOU3BOAUTENA
Mo: 23120291

API MANUFACTURER NAME / .
HAMMEHOBAHUWUE NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /
3urdpun apmaXemukanueH MuHaeH MrméX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTENA ®APMALEBTUYECKOU CYBCTAHUWUWU: Germany / M'epmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuundumkaumm Pe3ynbTathl

Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNpo3payHbIi
WAW NOYTM MpPO3payHbIA  pacTBOp OT MOYTH
BecuseTHOro ao cnabo-xentoro useTa.

Complies /
CooteetcrBYyET

Identity / MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumeTaszonuHa ruapoxXIiopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yAepXuMBaHMS  OCHOBHOFO MMKa Ha )
XpoMaTorpamme UCNbITYeMOro pacTBopa [OMKHO Complies /

COOTBETCTBOBATH BpEMEHHU yAepxveaHus Cootaetcrayet
OCHOBHOIO MUKa Ha XpomaTorpamme CTaHAapTHOro
pacTeopa OKCUMETa3onuHa rmgpoxnopuvaa,
NONy4YeHHOM NpK KONUYECTBEHHOM OnpeaeneHnu.

. . Retention time of the main peak in the
Benzalkonium chloride / Bensankohus chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
yAepXuBaHus OCHOBHOrO nvika Ha Complies /

XpomarorpaMmMe UCNbITYEMOro pacrteopa AoSIKHO CooTBeTcTBYET
COOTBETCTBOBATH BpEMEHM yAepKuBaHus
OCHOBHOTO nuka Ha Xpomartorpamme
cTaHAapTHoro pacresopa 6eHsankoHWs xnopuaa,
NOSyYEHHOIA NpY KONIMYECTBEHHOM onpeaeneHum.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITIM3A FTOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3amBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOf NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 44137
MANUFACTURE DATE: / ATA U3IrOTOBIEHWUA: 02/2024 C.A | CEPTU®UKAT AHATIU3A: 1064/24
ANALYTICAL PROC. N°: / MIPOTOKOI AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOOHOCTW: 01/2027

ANALYTICAL REFERENCE / PEQOEPEHTHbLIM UCTOYHUK METOQOB AHAJIU3A: Normative documentation / Hopmatueras
aokymenTauma 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO MPOAYKTA KITUEHTA: 81775837

APl NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetazonuHa ruapoxnopug, MHH: OkcumeTasonux

AP! MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEEBTUYECKOW CYECTAHLIMM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLUMW NPOM3BOAUTENA
MMo: 23120291

API MANUFACTURER NAME / .
HAUMEHOBAHME NMPOU3BOOUTENA ®APMALIEBTUYECKON CYBCTAHLUMWMWU: Siegfried PharmaChemikalien Minden GmbH /
3urdpuna dapmaXemmkanned MuHaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAWUTENA ®APMALIEBTUMECKOW CYBCTAHLMMU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuundunkaumm Pe3ynbrartbl
Clarity / Mpo3pauHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus Complies /
npenapaTa He JomxHa rpeBblLaTL CooTBETCTRYET
onanecueHUMI0O 3TanoHa cpaBHeHWs |/soabl y
OYMLLIEHHOM.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / MNpenapat gomkeH 6biTh Complies /
fecuseTHbIM WV BbIAEPXUBATb CpPpaBHEHWE C CooTs F; i‘:
aTanoHom Yz. eTcreyer
Relative density (d 20/20) / OtHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 o 1,010
nnoTHocTh (d 20/20) 1,009
pH From 5.5106.5/015,5 00 6,5
59
Osmolality / OcmonsnbHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/kr 275
Relative impurities / PoacTBeHHble npuMecku
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHuynas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUULMpoBaHHasa NPUMECH <0.1%
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 %
<0.1%
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAOYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL NPOQYKTA: 704530 BATCH Ne / MAPTHUA Ne /: 44137

MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 02/2024 C.A | CEPTUDPUKAT AHAJTU3A: 1064/24

ANALYTICAL PROC. N°: / MTPOTOKON AHAINU3A Ne: SRAS-OWACNM.5 EXP./ CPOK rOOQHOCTHU: 01/2027

ANALYTICAL REFERENCE / PEPEPEHTHbIM MCTOYHUK METOOOB AHAJM3A: Normative documentation / HopmaTusHas
AokymenTaumns 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KITUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUWE ®APMALEBTUYECKOU CYBCTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTtaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPMA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBECTAHLUUN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYECTAHLUUW NPOU3BOAUTENA
Mo: 23120291

API MANUFACTURER NAME / i
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOM CYBCTAHUMWM: Siegfried PharmaChemikalien Minden GmbH /

3urcpua PapmaXemukanued MuHgeH M6 X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBCTAHLIUMU: Germany / l'epmaHus

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneundukaumumn PesynbTaThl

Assay / Konu4yecTBeHHOe onpegerneHue
Oxymetazoline hydrochloride /
OkcumeTasonvHa ruapoxnopua,

From 92.5 to 105 pug/mL of oxymetazoline
hydrochioride/ Ot 92,5 no 105 mkr/mn 99,7
OoKCHMMETa3onuHa rngapoxnopuaa.

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

Benzalkonium chloride / BensankoHus xnopus
45 o 55 mkr/mn 6eH3ankonns xnopuaa

48

Microbial purity / Mukpo6uonoruyeckas
yucroTa
Total aerobic microbial count (TAMC)/ Not more than 102 CEU / ml /
O6wee uncno aspobHbix Gaktepuin He 6onee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10’ CEU /ml/
(TYMC) / ObLuee 4nuCno ApOXKEBbIX U 1
ANECHEBbIX rPUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcteue B 1 Mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytctBue B 1 Mn Absent/mi
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTN3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasausuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KO MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44137
MANUFACTURE DATE: / AATA U3FOTOBNEHUA: 02/2024 C.A/ CEPTU®UKAT AHANU3A: 1064/24
ANALYTICAL PROC. N°: / MNPOTOKOST AHANKU3A Ne: SRAS-9WACNM.5 EXP. / CPOK FOAHOCTU: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIM MICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTusHas
pokymenTauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOA NPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OxcumeTazonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPWM MPON3BOANTENA ®APMALIEBTUMECKOWN CYECTAHLIMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYBECTAHLIUM NPON3BOAUTENA
Mo: 23120291

API MANUFACTURER NAME / 5
HAUMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdopua PapmaXemukanued MunaeH rmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOAUTENSA ®APMALIEBTUMECKOWU CYBCTAHUWW: Germany / l'epmanua

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundurkaumum Pesynbrarsl

5 mL in an amber glass bottle with a polypropylene
Package / Ynakoska 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 5 mn npenapata Bo ¢NakoH TEMHOro
cTeKna ¢ HaBWHYMBAaEMOI MONWUMNPONUIIEHOBOM Complies /
KPbILLKOW CO BCTPOEHHOW NUNETKON U3 cTeKna Tuna CootBeTcTBYET
3 (EBp. ®.) u 6pombyTunkayuyka.
Mo 1 hnakoHy ¢ MHCTPYKLUMENA NO
NPUMEHEHMIO B Nayky KapTOHHY!O.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUW C HOPMAaTUBHOW Complies /
AoKyMeHTauuen. CootBeTtcTBYET

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaTtype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (-1 mecsu)

REMARKS / NpumeyaHnue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHuam HJ]
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TOTOBOIO MNMPOAYKTA

PRODUCT / MPOQYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUIA KOl NPOAYKTA: 704530 BATCH Ne / MAPTUR Ne /: 44137
MANUFACTURE DATE: / BATA U3IOTOBJEHWA: 02/2024 C.A /| CEPTUDUKAT AHAJIN3A: 1064/24
ANALYTICAL PROC. N°: / MPOTOKOIT AHAITU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOOHOCTH: 01/2027

ANALYTICAL REFERENCE /| PEQEPEHTHbIN UICTOYHUK METOAOB AHANMU3A: Normative documentation / HopmaTtueHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOp, NPOAYKTA KINUEHTA: 81775837

APl NAME, INN / HAUMEHOBAHUE ®APMALEBTUYECKOU CYECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTtaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUWA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMM:
23202119

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOU CYECTAHLIMX MPOU3BOOUTENA
rNo: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUMECKOWN CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /

3urcdbpua PapmaXemukanueH MuHgeH MmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALEEBTUYECKOU CYECTAHUWMU: Germany / 'epmanus

BATCH REMARKS / lNpumevanue 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 AaHHAA MapTus NpoBepeHa B
COOTBETCTBUM C paspelieHNeM Ha MapkeTWHr U EBponeickMMm pyKOBOACTBOM MO Haanexallend npousBoACTBEHHOW
NpaKTuKe ANns NekapCcTBEHHbIX NPOAYKTOB.

A /
ANALIST / AHanuTuk:
M. Inés Ribeiro DECISION / 3akntoueHue: /l'//ﬁ&wc/
DATE/fata: (§/ 5 3/ 227

Sonia Chainho
QUALIFIED PERSON / OTBeTcTBEHHOE NMULIO:
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