SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO MNMPOAYKTA

PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWU KO NPOOYKTA: 704532

BATCH Ne / MAPTUA Ne /: 31088

MANUFACTURE DATE: /| ATA U3FOTOBNEHWA: 08/2023

C.A /| CEPTUOUKAT AHAJTU3A: 4921/23

ANALYTICAL PROC. N°: / TPOTOKOIN AHAJITU3A Ne: SRAS-9WACUG6.4

EXP./CPOKIOAHOCTHU: 08/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIM UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmatusHas

AokymeHTaumsa [1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO MPOOYKTA KINMUEHTA: 81775839

API NAME / HAMUMEHOBAHWUE ®APMALEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIUU: 23060166

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOMW CYECTAHLIMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUU: Germany

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuudukauum

RESULTS
PesynbTtathl

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y~. / lMpenapaTt Aomxer O6biTh
OecuBeTHbIM WY BLIAEPXUBATL CPaBHEHWE C
aTanoHom Y7.

Complies / CooTBeTCcTBYET

Relative density (d 20/20) / OtHocuTenbHaa

From 1.006 to 1.010/ Ot 1,006 Ao 1,010

nnotHocTh (d 20/20) 007
pH From5.5t06.5/0715,5006,5 59
~ Osmolality / OcMonsinbHOCTL From 270 to 330 mOsmolkg / Ot 270 po 330 274

MOcMonb/Kr

Related substances / PogcTBeHHbIe npumecu

Impurity A (hydrolysis product) / Mpumecst A
(npoaykT rupponusa)
Impurity ZP-1 / Mpumecs ZP-1

Individual unidentified impurity / EquHndHas
HenaeHTUULMpOBaHHas NPUMECH

Total impurities/ Cymma npumeceit

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonnyectBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / OkcumeTasonvHa
ruapoxnopug

Benzalkonium chloride / BensankoHus xnopug

From 475 to 525 pg/mL of oxymetazoline
hydrochloride/ OT 475 po 525 mkr/mn
OKCUMETA30MMHA MMAPOXNOPUAA.

From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 no 55 mkr/mn 6eH3ankoHWA xnopuaa

499
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTIU3A TOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannun HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31088
MANUFACTURE DATE: / AATA U3rOTOBJTEHUA: 08/2023 C.A/CEPTUDUKAT AHATU3A: 4921/23
ANALYTICAL PROC. N°: / IPOTOKOIT AHATIU3A Ne: SRAS-9WACU6.4 EXP. / CPOK rOQHOCTMU: 08/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN MCTOYHUK METOOOB AHANMU3A: Normative documentation / HopmaTtusHas
aokymeHTauna N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NMPOAYKTA KMUEHTA: 81775839

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIUKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBECTAHLIUW: 23060166

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NMPOU3BOANTESNA ®APMALIEBTUMECKOW CYECTAHLUMM: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundukauymm PesynbTarthl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospauHblii Complies / CooTaeTcTayeT
UM MOYTW nNpo3payHblii  PacTBop OT NOYTH
GecuseTHOro go cnabo-xenToro UgeTa.

Identity/ MognuHHocTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcumeTasonuHa rugpoxrnopug, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CootBeTcTBYET
Bpema yaepxuBaHus OCHOBHOrO nuka Ha
XpomatorpamMmme UCMbLITYEMOr0 pacTBoOpa AOSHKHO
COOTBETCTBOBATL BpPEMEHU yaepXxuBaHms
OCHOBHOrO MUKa Ha XpomaTorpaMmmMe CTaHAAPTHOrO
pacTBOpa OKCUMETAa30MNnHa ruapoxnopuaa,
NONYYEHHOW NPU KONMYECTBEHHOM ONpeaeneHnuu.

Benzalkonium chloride / Eenzankoxus Retention time of the main peak in the
xnopua 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
yAepK1UBaHUs OCHOBHOTO NKKa Ha XpOMaTorpaMme
UCNbITYEMOro pacTeopa fOMKHO COOTBETCTBOBATL
BPEMEHN YAEpXWBAHWUS OCHOBHOIO MNUKa Ha
XpomaTorpaMme CTaHAapTHOro pacTsopa
feH3ankoHus  xnopuga,  MOMyYeHHOW  npu
KONM4YECTBEHHOM OnpeaeneHnn.

Clarity / Mpo3payHocTh The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHums

npenapara He [OMmKHa npeebitate | Complies / CooTBeTCTBYET
onanecueHUunio dTanoHa cpaBHeHus |/Boabl
OYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A TOTOBOINO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31088
MANUFACTURE DATE: / JATA U3FOTOBMEHNA: 08/2023 C.A/CEPTU®UKAT AHATIU3A: 4921/23
ANALYTICAL PROC. N°: / MIPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOOHOCTMW: 08/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOAOB AHANMU3A: Normative documentation / HopmaTtmeHas
AokymenTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWU KOA NPOAYKTA KIMEHTA: 81775839

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOMW CYECTAHLNN: 23060166

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPON3BOAUTENA ®APMALIEBTUYECKOWN CYECTAHLIUMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / j
CTPAHA NMPOU3BOAUTENA ®APMALUEBTUYECKOU CYECTAHLIMW: Germany

TESTS SPECIFICATIONS RESULTS
MNokasarenu Cneundmkaumm PesynbTtathbl
Microbial purity / Mukpo6uonornuyeckas
yucTora
Total aerobic microbial count (TAMC)/ O6uwiee z
4Yncno aspobHbix bakTepuit ( : h Eztﬁn;::et:\gg ;gE;;l;U e <1 CFU / mi
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml / <1 CFU / ml

O6wee vucno OPOXCKEBLIX U NNECHEBBLIX FpVIGOB HE barnee 101 KOE/mn

Pseudomonas aeruginosa Absence in 1 mi/ OtcyTcTeue B 1 Mn

Ahsent / OtcyTCcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcytctBre B 1 Mn

Absent / OtcyTtcTytoT
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 bromobuty!

rubber.

1 bottle and patient information leaflet in a carton

pack. / Mo 10 mn npenapaTta Bo ¢iakoH TEMHOro

CTekna ¢ HaBUHYUBAEMOW MOSIMNPONUIEHOBON

KPbILLKOW CO BCTPOEHHOW NUNETKO U3 CTekna Tuna

3 (Esp. @.) u 6pomOyTUnKayJyka.

Mo 1 chnakoHy ¢ MHCTPYKLMEH NO MPUMEHEHUIO B
Nayky KapTOHHYIO.

Complies / CootsetcTayet

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUAW C HOPMATUBHON AOKYMEHTaLNENR. Complies / CooTsetcTayet

Storage / XpaHenue: At temperature below 25°C. / Mpu Temnepatype He Bbiwe 25°C.

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

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A TOTOBOIO NMPOAYKTA

PRODUCT/ nPOJiyKT: Nasivin NasaI_Drc;ps_0.0S % Russia / HaanBuH® kannu HasanbHbie 0,05% Poccua /

ARTICLE CODE / BHYTPEHHWUW KO NPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31088
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 08/2023 C.A /| CEPTUOUKAT AHATNU3A: 4921/23
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAINN3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOHOCTW: 08/2026

ANALYTICAL REFERENCE / PE®EPEHTHBIN UICTOYHUK METOOB AHANWU3A: Normative documentation / HopmaTtuenas
AokymeHTauuns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOf NPOAYKTA KNNEHTA: 81775839

APl NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLMU: Oxymetazoline Hydrochloride

AP|I BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBECTAHLIMK: 23060166

APl MANUFACTURER NAME / .
HAUMMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API1/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOU CYECTAHLUUU: Germany

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpopyxT cooTBeTcTBYET TpeboBaHusm HL,

BATCH REMARKS / MpumeyvaHune ons cepuu:

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 MapTWUs NpoBepeHa B
COOTBETCTBUMN C paspelleHMEM Ha MapKeTWHr M EBponeirckum pyKOBOACTBOM MO Haanexalleid Mnpovw3BoACTBEHHON
npakTuKe Ans NekapcTBEHHbIX MPOAYKTOB.

ANALIST / AHanuTuk:
DECISION / 3akntoueHue: -QCQ

Vera Lopes DATE / lata: /Oﬁ/?o
Jodo Melo

QUALIFIED PERSON / OTBeTCcTBEHHOE NNLO:
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