Cepr. Ne: 21005524

Wncturyro ne Aurenu C.P.JL Ipymnu 103/c- 50066

Perremno (®nopenmus) — Utamus Nj@&
TpoussoncTennas muuensns No: aM-81/2020 ot 29/07/2020 Istituto™®
Cepruduxar GMP: IT/96/H/2020 Dw geli

CepTudukar aHaIM3a U COOTBETCTBUS

Ha3BaHue JieKapCTBEHHOI 0 I'YTTAJIAKC kaniu ajs nepopajiabHoro npuema 7,5 mr/ma 15 mu RU

cpeacTBa:
Cepus Ne:  132322B Ne anasnuza: 21004593-2-1
ApTukya Ne: 464529 Hdara 03.09.2021
MPOM3BOJCTBA:
Cepusi NpOMEKYTOYHOI0 MPOAYKTA: 132322 Cpok rognocTu: 08/2024
BIX kon/ YnakoBo4HbIil MaTepHaJl: ®naxoH (nmonmmdyTwiieH  Hamewartano: 15.10.2021
BBICOKOI INIOTHOCTH)
TecroBasi cnenupurxanus Ne: 77338- Kon 3aka3uunka: 663609
p510a00301+H/]
IpousBoacrBennasi cnenuuxamus Ne:  77338-p330a00103
PerucrpanuonHoe cBUAETEJIbLCTBO No: I1NO015238/01
Crpanuna: 1
HcnbiTanue Crnennduxanus PesyabTar OueHka
Onucanne
[Tpo3paunslii pacTBOp, cierka BI3KHl, OT OECIIBETHOTO CooTBeTcTBYET C
JI0 JKEJITOBATOTO WJIN CJIETKA YKEITOBATO-KOPUYHEBOTI'O
BeTA.
3anax
ITouru HeouryTUMBII CootBeTcTBYET C

[Bet pacTBOpa
He Gonee MHTEHCHBHO OKpaIlleH, YeM PacTBOp CooTBeTCTBYET C
cpaBHeHHs B9

[Ipo3pa'mocn, pacTBopa

OnanecueHuus He Oosee, yeM y cycnien3uu cpaBHenusi I CooTBercTByer C
pH
45-52 5,0 C
OTHocuTeIbHAA INIOTHOCTH
d (20/20)
1,148 — 1,168 1,163 C

J[03a ¥ OTHOPOAHOCTH I03UPOBAHMS
Macca kaxxmoit 7036l HE TOJDKHA OTKIOHSTHECS Ha 0oJiee CooTBeTCcTBYET C
yeM +10% ot cpeaneit maccel 10 103. O6mas macca 10
103 HE JIOJDKHA OTKIIOHATLCA Ha Ooitee ueM £15% ot
TeopeTHyeckoit maccel 10 103.
CKOpOCTh MaICHUS Karelb He JOJDKHA MPEBhIaTh 2
KaIUTH B CEKYH]TY.

HoaauuHocTH

Hartpus nuxocyabdat (BOXKX/nnognas marpura)
COOTBETCTBYET CTAHIAPTY

Hatpus nukocyabdat (TCX + BOXKX)
COOTBETCTBYET CTAaHIAPTY

COOTBETCTBYET C

Tect onyuiexn

Hatpus 6en3oat (BOXKX) )

COOTBETCTBYET CTaHIIAPTY ?;COOTBeTCTByeT C
Hatpus 6enzoat (TCX) : }

CoOTBETCTBYET CTaHAAPTY

Tect onyieH
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CepTudukar aHaIM3a U COOTBETCTBUS

Ha3BaHue JieKapCTBEHHOI 0 I'YTTAJIAKC kaniu ajs nepopajiabHoro npuema 7,5 mr/ma 15 mu RU
cpencTaa:

Cepus Ne:  132322B Ne anasnuza: 21004593-2-1
ApTukya Ne: 464529 Hdara 03.09.2021
MPOM3BOJCTBA:
Cepusi NpOMEKYTOYHOI0 MPOAYKTA: 132322 Cpok rognocTu: 08/2024
BIX kon/ YnakoBo4HbIil MaTepHaJl: ®naxoH (nmonmmdyTwiieH  Hamewartano: 15.10.2021
BBICOKOH TUTOTHOCTH)
TecroBasi cnenupurxanus Ne: 77338- Kon 3aka3uunka: 663609
p510a00301+H/,
IpousBoacrBennasi cnenuuxamus Ne:  77338-p330a00103
PerucrpanuonHoe cBUAETEJIbLCTBO No: I1NO015238/01
Crpanuna: 2
HcnbiTanue Croenuduxanus PesyabTart Ouenka

Pacnaj akTHBHOTO HHIPeIMEHTA

C-LA 401 NA (BOXX)
<=0,76 % 0,00 C
(axBuBanentHo 1,0% pacnasiierocs HaTpus
MHUKOCYJb(aTa MOHOTHAPATA)

C-Oxkcenpa (BOXX)
<=0,2% 0,0 C

(sxBuBanentHo 0,2% pacnaBmerocst HaTPUs
MUKOCyIb(aTa MOHOTHIpPATA)
JI060ii Hecnenupuueckuii mpoaykT pacnaaa (BOXX)

<=0,2% 0,0 C
Cymma npoaykToB pacnaga (BOXKX)
<=14% 0,0 C

KoaunuecTBeHHOE coep:kaHne
Hatpusa nukocyabgara monornapat (BOXX)

713,0— 788,0 mr/100,0 mn 756,3 C
KoncepBaunr
Hatpus 6enzoat (BOXKX)
180,0 — 220,0 mr/100,0 M 199,1 C
O0beM coaep:KuMoro CoOTBETCTBYET C

MHKpOﬁHOJ’[OFH'—[eCKaﬂ YUCTOTA, KOHTPOJUpPYEeMasa NEPUOANICCKHA - -
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Cepus Ne:  132322B Ne anasnuza: 21004593-2-1
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MPOM3BOJCTBA:
Cepusi NpOMEKYTOYHOI0 MPOAYKTA: 132322 Cpok rognocTu: 08/2024
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BBICOKOI INIOTHOCTH)
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HcnbiTanue Croenuduxanus PesyabTart Ouenka

Pasmep BemymenHoti cepun (1ut): 79591 - IPUMEUYAHUE: Homep HOpMaTuBHOTO mokymeHTa: [T N015238/01

Orenka: CooTBeTCTBYET

3asBiicHHE O CEPTU(DHUKALINN:

HacTosimum noaTeep:kaa, 4To Bee 3Tanbl NPOM3BOACTBA JAHHONH NAPTHM IOTOBON MPOAYKIUM ObLIM
NpoBeJeHbI B OJIHOM cooTBeTcTBHE ¢ GMP TpedoBanusimun EC, a Takike ¢ TpeOoBaHUSIMH
PerncrpaninoHHOro y0CcTOBEpEHHS CTPAHBI HAZHAYCHHS.

YOITHOMOYEHHOE JIUIIO: «HCcTUTYT NI AHTETHN
c.p.JL»
IToanuce
Dr. ssa Paola Giori
Jlara: 15.10.2021
Cepust mpoBepena (Otaen papmaneBTiueckoro Beimycka): Dr. Roberta Cariaggi JHara: 15.10.2021

*****KOHCH oTueTa X ¥ ***




Cert. No : 21005524

i
istifuto ®
De Angeli
B
Istituto De Angeli S.r.L.-Loc. Prulli n, 103/c- 50066 Reggello (FI)-italy
Manufacturing Authorization N°; alM-81/2020 dated 28/07/2020
GMP Certificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
BatchNo.:  132322B No. of Analysis : 21004593 - 2 - 1
Article No. : 464529 Date of Manufacture : 03.09.2021
Semifinished batch 132322 Expiry date: 0872024
BIX code/ Pack. Mat, : BOTTLE {HDPE) Printed on: 16.10.2021
Testing Spec. No. : 77338-p510200301+ND Customer code: 663609
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 1
Test
Specification Result Evaluation
Appearance
Clear, colourless to yellowish or slightly yellowish-brown,  Conforms c
slightly viscous solution
Odour
Almost imperceptible Conforms _ C
Colour of the solution _
Not more intensely coloured than reference solution B9 Conforms c
Clarity of the solution
Not more opalescent than reference suspension | Conforms C
pH
45-52 50 C
Relative density
d(20/20)
1,148 - 1,168 1,163 C

Dose and uniformity of dose
The weight of each dose should not deviate by more than ~ Conforms C
+/- 10% from the average weight of 10 doses. The total
weight of 10 doses should not deviate by more than +/~15%
from the theoratical weight of 10 doses. The dropping
speed does not exceed 2 drops per second.

Identification
Sodium picosulfate (HPLC! Diode Array )
Corresponding to standard Conforms

Sodium picosulfate (TLC+HPLC)
Corresponding to standard

Sodium benzoate (HPLC)
Corresponding to standard Conforms

Sodium benzoate (TLC)
Corresponding to standard




Cert. No : 21005524

I
Istituto @
De Angeli
e
isfituo Da Angell S.r.L..-Loc. Prulli n. 103/c- 50066 Reggello (FI)-taly
Manufaciuring Authorization N°: aM-81/2020 dated 29/07/2020
GMP Certificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
Batch No.:  132322B No. of Analysis 21004593 - 2 - 1
Article No. : 464529 Date of Manufacture : 03.08.2021
Semifinished bhatch 132322 Expiry date: 08 /2024
BIX codef Pack. Mat. : BOTTLE (HDPE) Printed on : 15.10.2021
Testing Spec. No. : 77338-p510200301+ND Customer code: 663609
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 2
Test
Specification Result Evaluation
Active ingredient decomposition
C-LA 401 NA (HFLC)
<=(,76 % 0,00 C
{Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (HPLC)
<=0,2% 0,0 C
{Equivalent to 0.2% degraded sodium picosulfate
monchydrate)
Any unspecified degradation product (HPLC)
<=0,2% 0,0 c
Total degradation products (HPLC)
<=14% 0,0 C
Assay
Sodium picosulfate monohydrate {HPLC)
713,0 - 788,0 mg/100.0 mt 756,3 C
Preservative content
Sodium benzoate (HPLC)
180,0 - 220,0 mg/100.0 ml 199,1 C
Volume of contents
Confarms C

Microbiological purity tested periodically
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Istituto ®
De Angeli
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fi)-taly
Manufacturing Authorization N°; aM-81/2020 dated 29/07/2020
GMP Certificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
Batch No.:  132322B No. of Analysis : 21004593 - 2 - 1
Article No. : 464529 Date of Manufacture : 03.09.2021
Semifinished batch 132322 Expiry date: 08 /2024
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 15.10.2021
Testing Spec. No. : 77338-p510a00301+ND Customer code: 663609
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 3
Test
Specification Result Evaluation

Batch quantity released (pcs) : 79591 - Note: Number of the Normative Document: P N015238/01

Evaluation : Conforms

Certification statement:

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
destination country.

Qualified Person:
Date:

kLo datd

Batch Review (Pharmaceutical Release Dept.): Dr. Roberta Cariaggi Date: 15.10.2021

¥** End of Report *****
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