SOFABIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A rOTOBOIO NMPOLAYKTA

PRODUCT / IPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpei Ha3anbHLIA AO3UPOBaHHLIW 22,5 MKkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOL MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45071
MANUFACTURE DATE: / OATA U3TOTOBNEHUA: 08/2024 C.A /| CEPTU®UKAT AHAJTU3A: 4608/24
ANALYTICAL PROC. N°: / MIPOTOKOJ1 AHANIU3A Ne: SRAS-9WACU6.4 EXP. / CPOK TOAQHOCTMW: 07/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOOOB AHAIU3A: Normative documentation / HopmatusHas
aokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAOYKTA KIUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOW CYECTAHLIUK: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®PAPMALIEBTUYECKOWU CYECTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYECTAHLUIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundukauun PesynbTaThl

Transparent or almost transparent, almost colorless
to light yellow solution. / MpospayHblii UK NOYTH
Npo3pauHblii pacTeop OT rouTu GecupeTHoro ao | Complies / CooTeeTcTByeT
cnabo-xenToro LeeTa.

Description/ OnucaHue

Identity/ MoagnuHHOCTBL Retention time of the main peak in the Complies / CootBeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa ruapoxXnopma with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpeMa yAepXuBaHUSi OCHOBHOIO MuKa Ha
XpoMaTorpamMmMe WUCMbITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATH BpEMEHU yAepXKuBaHus
OCHOBHOTIO NWKa Ha XpomaTorpaMme CTaHgapTHOro
pacTBopa OKCMMETa30onMHa rmapoxrnopuaa,
Nosly4eHHON NpY KONMUYECTBEHHOM OfpeaeneHnn.

Benzalkonium chloride / EeHsankoHus Retention time of the mai_n peak in the | Complies/ CooTBercrByeT

chromatogram of the test solution should comply
xnopvn with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
yAEepPKMBAHUS OCHOBHOTO NUKa Ha Xxpomarorpamme
UCMbITYEMOro pacTBopa JOIMKHO COOTBETCTBOBaTbL
BPEMEHU YAEPXKMBAHWA OCHOBHOTO MMKa Ha
xpomMartorpamme cTaHaapTHOro pacreopa
GeH3ankoHnss  xnopwaa,  MOnyYeHHoOW  Mnpu
KONU4ECTBEHHOM ONpeeneHnn.

Clarity / Mpo3pa4HoCTL The product should be not more opalescent

than reference suspension |. / OnanecueHuus
npenaparta He AOMmKHa NpeBbILaTh onanecLUeHLuio
aTanoHa cpaBHeHus 1.

Complies / CootBeTcTBYET

Color of solution / LiBeTHOoCTbL pacTBOpa The product should be not more colored than Complies / CooTBeTcTBYET
reference solution Y7. / MpenapaT aomkeH GbiTb
OKpalleH He Bonee MHTEHCKBHO, YeM 3TanoH Y.
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INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnipeit Ha3anbHbIi 4O3MPOBaHHbIK 22,5 MKkr/no3a Poccua /

ARTICLE CODE / BHYTPEHHUW KOJ NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /. 45071
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 08/2024 C.A/CEPTU®UKAT AHAINMN3A: 4608/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJITU3A Ne: SRAS-OWACUG.4 EXP. / CPOK TOAHOCTMW: 07/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOOQOB AHAINU3A: Normative documentation / HopmarusHas
aokymenTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KINUEHTA: 81775840

APl NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLUUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYBCTAHLIUU: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPON3BOOUTENS ®APMALIEBTUYECKOW CYBECTAHLIUWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENS ®APMALEBTUYECKOWU CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundmkaymm PesynbTaTthl

Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 po 1,010 1,006
nnotHocTb (d 20/20)
pH From55t06.5/0155006,5 59
Osmolality / OcmonsansHOCTb From 270 to 330 mOsmol/ kg /

OT 270 A0 330 MOCMOnB/Kr 280 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CooTtBeTcTBYET
Weight / CpeaHss macca no3bl U Uniformity of dose weight: mean dose weight
0AHOPOAHOCTb MaccChbl A403bt +25%.

Max. 2 from 10 doses >+25% from mean dose

weight.

But always <+ 35 % from mean dose weight. /
CpepHsaa Macca no3bl: 45 Mr+ 15 %.
OOHOPOAHOCTL Macchl A03bl: CPEAHAS Macca [03b!
+25%.

He 6onee 2 13 10 po3 > +25 % oT cpeaHen Macchl
O03bl.

Ho Bceraa <+ 35 % oT cpefHein macchl 4o3bl.

Related Substances / PoacTBeHHbie

npumecu
Impurity A (Hydrolysis product) / IMpumecs A Not more than 0.5 %. / He Gonee 0,5 %. S

(NpoaykT rmaponu3a)

Impurity ZP-1 / MNpumecs ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. <LD
Individual unidentified impurity / EquHuuHas
HEMIEHTUDMLMPOBAHHAR NPUMECh Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumecen Not more than 1.2 %. / He 6onee 1,2 %. <LD
Assay / KonuyecteeHHOe onpeaeneHune
Oxymetazoline hydrochloride / From 475 to 525 g/mL of oxymetazoline 499 pg/mL
OkcuMeTasonuHa ruapoxnopua hydrochloride/ Ot 475 fo 525 mkr/mn

OKCUMETAa30mMHa rmapoxnopuaa.
Benzalkonium chloride / BensankoHus From 45 to 55 ug/mL of benzalkonium chloride/ Ot 47 pg/mL
xnopug 45 po 55 mkr/mn BeHsankoHusa xnopuaa
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ANALYTICAL REFERENCE / PE®OEPEHTHbLIW UCTOYHUK METOOOB AHANW3A: Normative documentation / HopmatusHas

AokymeHTaums N1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUWA KO NPOAOYKTA KIUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALEBTUYECKOW CYBCTAHLUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIUK: 24010263

API MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuundonkauun Pesynbrarhl

Microbial purity / Mukpo6uonoruyeckas ) <1 CFU/ml
yncrtoTa Not more than 107 CFU /ml/
Total aerobic microbial count (TAMC) / Obwyee He 6onee 10> KOE/Mn
4YKCNOo aspobHLIX MUKPOOPTraHU3MOB

. <1 CFU/ml
Total combined yeast and molds count Not more than 10" CEU /ml /

(TYMC) / ObLiee 4nicno apoxckeBbIX U

;
NrecHeBbIX rpuboB He 6onee 10 KOE/mn

Absent / OTtcyTcTBYIOT

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtctene B 1 Mn

Staphylococcus aureus Absence in 1 ml / OTcyTcTeue B 1 Mn Absent / OtcyTcTByloT

Pack 1y 10ml (at least 143 doses / vial) in class lll Complies / CooTseTcTByeT
ackage / Ynakoeka hydrolytic brown glass vial with a metering

polyethylene and stainless steel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / [Mo 10 mn (He meHee 143 nos
BO chnakoHe) npenapaTta Bo nakoH KOPUYHEBOo
crekna |lll  ruaponuTudeckoro  knacca C
OO3NPYIOLMM YCTPOWUCTBOM W3 NOMU3TUNEHA U
HepxXaBetLLei cTanu 1 3aLMTHOW KpbIWwKoi. Mo 1
hriakoHy BMeCTe C MHCTPYKLUWER NO NpUMEHERNI0
B Mauky KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOMN JOKYMEHTaLUen.

Complies / Cootsetctayer

Storage / XpaneHue: At temperature below 25°C. / MNpu Temnepatype He Bbile 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (-1 mecsu)
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CEPTUOUKAT AHAJNTIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3uBuH® cnpei Ha3anbHbIA 4O3UPOBaHHbIA 22,5 Mkr/go3a Poccusa /

ARTICLE CODE / BHYTPEHHWUWA KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45071
MANUFACTURE DATE: / QATA U3rOTOBNEHUA: 08/2024 C.A /| CEPTU®UKAT AHAINUN3A: 4608/24
ANALYTICAL PROC. N°: / NIPOTOKOI AHATTU3A Ne: SRAS-9WACUG.4 EXP. / CPOK FOAHOCTMW: 07/2027

ANALYTICAL REFERENCE / PEGEPEHTHbIA UCTOYHUK METOOOB AHAMNU3A: Normative documentation / HopmatusHas
pokymenTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl NPOAYKTA KIUEHTA: 81775840
API NAME / HAMMEHOBAHWUE ®APMALIEBTUYECKOMW CYBCTAHLIMW: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPU/ ®APMALIEEBTUYECKOW CYECTAHLINM: 24010263
APl MANUFACTURER NAME / .
HAUMEHOBAHMWE NPOU3BOAUTENSA ®APMALIEBTUYECKOWN CYECTAHLUMWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API1/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUWWU: Germany

REMARKS / lNpumeyvaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpebopaHuam HJ

BATCH REMARKS / lNpumevaHue ans cepuu:

Hereby 1 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 AaHHasA napTus npoBepeHa B
COOTBETCTBUM C paspelleHneM Ha mapkeTMHr v EBponenckum pykoBOACTBOM MO Hajnexallen npOM3BOACTBEHHOM
npaxkTuke ANS NekapcTBEHHbIX NPOAYKTOB.

y.]
ANALIST / AHanuTuK DECISION / 3aknioueHue: ési; L oA
: WQ 7 .
Sonia Chainho DATES) fae: ﬁ)(? 0Z4
Jodo Melo QUALIFIED PERSON / OtBeTCcTBEHHOE NULO: ,\Q
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