AEKJIAPAIIUA O COOTBETCTBUA

| AEKJAPAHT, IIPHHMMAIOII N JEKJAPAITHIO O COOTBETCTBAA

AO "Canogu Poccun"

Ceedenua o pezucmpayuu opeanuzayuu: Mesicpationnan uncnexyus Dedepanvroil Hanoz060H cayichol Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucecenus OT'PH 19.08.2002.

Adpec: 125009, . Mockea, ya. Teepcxan, 8. 22. Tenehon/gparc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnoiii 6upercmop Mownoe O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dogepennocmn 6/1 om 01.12.2017

3AABIET, 4YTO

Aexapemeennoe cpedemeo: Iymmanaxe, kannu 0ns npuema enympo 7.5 m2/mn 30 mn, raxon-xanenvuuysl
nracmuxoewie (1), nauxu xapmonnvie, PY Ne IT N015238/01 om 02.10.2009 (oama zamensvr 01.08.2017) svidano
AC "Canogpu Poccus", cepus 8325424, napmus 47070 ynaxogox, zoden do 01.08.202], npouzeoocmea
Hucmumym de Anzenu C.PJL, Hmanus, Instituto De Angeli S.R.L., Loc. Prulli, 103/C, 50066 Reggello,
Firenze, Italy, ko0 OKIIJ2 21.20.10.115, xod TH B3]T 3004900002, xonmpaxm Ne 250/40056192/F-2 om

| 20.10.2010, ungotic Ne 9085308951 om 11.10.2018

COOTBETCTBYET TPEGOBAHHAM
T N0O15238/01-270110 (HI 42-8495-08 uzam. Ne 1-4)

JAEKJTAPATTASE IIPIiHHTA HA OCHOBAHHH
npomoxon ucneimarnuti Ne 3041 0 om 19.10.2018 HJT OO0 HI "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxanm POCC IT. ®M08.C25505 om 19.10.2018

ATAJIPHHATIS NEKAPALVAY 15.10.2018
SICABAIS TERCTBUTEIBHA J(O 01.08.2021
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“. CBEJEHHS O PETHCTPAIAN

OPTAH 1O CEPTHO®UKAIMAH, SAPETUCTPAPOBABHIRI JEKIAPAIIIIO

RA.RU 11OM0O8 OPI'4H IO CEPTHOHKAI[HH ITPOIVRIJHY OFIIECTBO C OI PAHHYEHHOMN
OTBETCTBEHHOCTBIO "OKPYKHOH IIEHTP KOHTPOJII KAYECTBA"

adpec opzanusayuu: 115280, 2. Mocxea, yr. Macmeproea, 9. 4, sm. 5, nom. I xom. 1, adpec opzaHa no
cepmuguxayuu; 115280, POCCHA, 20pod Mocxsa, yn. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, eeb-
caiim: oyxx.pah.

AEKJIAPAIIASA O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU A-IT. OMG8.A.04594/18
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Cept. Ne: 18005791

Hnernryto ne Anrenn C.PJL Hpyanu F03/c- 50066
Perrenno (Pnopesnnn) - Hraams HHCTHTyTO ae Aﬂl‘e.ﬂﬂ

lpowssoacreennas nuuensus Ne: aM-32/2016 ot 02/03/2016

Ceprudukar anaauza M coOTBeTCTBUA

HaspaHne nexapcreennoro FYTTAJAKC kannu s npuéMa sayrps 7,5 mr/ 30 M

cpelcTra:

Cepus Ne; 832542A N anananza: 18004912.2-1

ApTaKya Ne: 464530 lara nponssoacrea:  02.08.2018

Cepist TPOMeRYTOYHOTO NPOAYKTAS 832542A CpoK roiqocTH: 08 /2021

BIX kon/ ¥YnaxoBounslii Mmarepsan: ®pakon (nonuyrunes  Haneuatano: 21.09.2018
BBLICOKOH MIOTHOCTH)

Tectopan cneundurann Ne: 77338 p510a00301 Kou 3axazunka: 663610

TponsBogcTBeHHAs cieUHpEKAUNN 77338 p330a00103

Ne;

Perncrpannonnoe cenaerenseres Ne: 1 N015238/01
Crpanuia: 1

Henwitanue Crnenuduianng PeayabTat Ouenka
Onncanme

IMpo3paynelil pacTeop, caerka BA3KHUIL, OT BecuBeTHOTO CootreTCTBYET C

10 KEATOBATOrO HIK CHEFKE eFT0BaTO-KOPHYHEROTO

LBECTA,
3anax

[loyTn HeowyTUMBIA CoorsercTryeT C

Hper pactROpa
He 6onee nHTCHCHBHO OKpalleH, 4eM pacTeop CootBetcrRYET C
cpaBHeHus BY

IpospaynocetTh pacreopa

Onanecuening He Goilee, YeM Y CYCTIEH3HM cpaBReHMA | CooTtetcrByeT C
3nauenue pH
4,552 5,1 C
OTHECHTEIBHAR IOTHOCTE
d(20/20) .
1,148 — 1,168 1,164 C

H03a v 0AHOPOAHOCTS TO3UPOBAHHS
Macca ka%aoli 1036l He DOMKHA OTKIIORATRCS Gonee CoorsercTRyeT C
ueM +10% ot cpenneii Macew 10 103, OGumas macca 10
03 He JIOIDKHA OTKNOHATECA Oonee geM +15% o1
TeopeTHueckoii maccht 10 103,
CKOpOCTL NaNeHHA KaTlesib He 0/HKHA NPEBLILIATE 2
KaIUTH B CeKyHJy.




Cept. Nt 18005791

Hucmamyro e Anrenn C.PJL. [pyann 103/c- 50066
Perrenso (Oroperuns) - Hraana
IMporspoacTeennas anuensng Ne: aM-32/2016 ot 02/03/2016

Hucruryro e Anrean

Cepruduxar ananusza n coorBercTBHS

Haseanne nexapcreexHnoro 'YTTAJNAKC xanan aaa npuéma sryTps 7,5 Mr/ 30 ma

cpedeTBa:
Cepun No; 832542A Nt ananuza; 18004912-2-1
ApTukyia Ne; 464530 Jdarta nponssoacrea:  02.08.2018
Cepuas npomMexkyTO4YHOIO IPOAYKTA: 832542A Cpok roasoctu: 08 /2021
BIX xox/ ¥Ynaxosounstii maTepuan: @naxod (nonHatuned  Hameuatano: 21.09.2018
BBICOKOH NNOTHOCTH)
Tectonan cnennpukanus Ne: 77338_p510200301 Kon 3axaszunia: 663610
Ipoussoacreennan cneurdukanns 77338 p330a00103
Ne:
Perncrpaunonsoe cBuaerenserso Ne: 1 NG15238/01
Crpanuua: 2
Hcenpiraune Coenpdukauns Pesynerar Onenka
ITopmunnocTe
Hatpust nukocyandar (B2XKX/anonnas marpuia)
CooTRETCTBYET CTAHAAPTY Cooteercrayer C
Hatpusn nukocyasdar (TCX + BOXX)
CooTRETCTBYET CTAHAAPTY Tect onyinen
Hatpns 6enzoat (B2XKX)
CooTreTcTBYET CTaHAAPTY CootBercTRYET C
Harpus Genzoar (TCX)
CooTseTcTBYET CTAHAAPTY Tect onyuien
Pacnag akTaBHOrO BHrpeIHeRTa
C-LA 401 NA (B3XX)
<=0,76 %
(akBuBanenrso 1,0% pacriasuerocs HAaTpus 0,11 C
NHKOCYALHAaTa MOHOTHAPATR)
JlioGoii Hecniernduueckuii npoaykT pacnaga (B3XX)
<={0,2% 0,0 C
Cymma npogykTok pacnaaa (BDXKX)
<=14% 0,1 C
KoncepsanT
HaTtpus Genzoar (B3XKX)
180,0 ~ 220,0 Mr/100,0 mn 198.8 C
KonndecrsenHoe conepkaHne
Hartpus nuxocyasdara monoruapar (BIXX)
713,0- 788,0 Mr/100,0 ma 748,2 C
O0Lem cogep:kuMoro CooTrBeTtcTayer C




Cepr, Ne: 18005791

Huetnryro ne Anremis C.PJIL Thpynan 163/c- 50066
Perrenno (Onopeduus) - Hranua HHCTHTyTO ac AHFCJ]H

lNponssoacTBenHas nuieHIUA No: aM-32/2016 ot 02/03/2016

Ceprudukar aHaau3a v COOTBETCTBHSA

Hazpanpe fekapeTBeHHOT0O I'YTTAJAKC kanan asm npuéma seyrpe 7,5 Mr/ 30 ma

cpeacraa:
Cepus No: 832542A Ne apasmsa: 18004912-2-1
ApTukya Ne: 464530 Jdara npoussoactea:  02.08.2018
Cepns NpoMexyTOHMHOI0 NPOIYKTA: 8325424 CpoK reaHocTH; 08 /2021
BI1X xoa/ YnakoBouHbIii maTepnan; Quaxon (noausTHNeH  HanewaTaHo: 21.09.2018
BBICOKOI TVIOTHOCTH)

TecToran cneundukarnn Ne: 77338 p510ac0301 Koa 3akasunka: 663610
ITpossBoacTBenHas cneunguKanus 77338 p330a00103
Ne:
PerncrpanHoHHoe cBHAeTeLeTBO Ne:  [1 N015238/01

Crpannna: 3
HenbiTanue Cnenndunxanna Pesvinrar Ouenka

Pasmep BeinyluledHol cepuu (wr): 47070 - TIPUMEYAHHE: HoMep HopMaTuBHOTO A0KyMenTa: T1
NG15238/01-270110

OueHKa: CooTBeTCTBYET

3afBreHKME O cepTHHUKALIN;

Hacrosum noaTeepkaar, 4To BhilleyKa3aHHas HrPOPMALUA ABIAETCH 10CTOBEPHOH H NPABHALHOI.
Januasn cepus JeKaPCTBEHHETO CPEACTBA APOH3RE/ICHA, BK/IOYAS YIIAKOBKY H KONTPOJIb KAa4eCTBa, B
YKa3aHHOM BhILSE MeCTe B I0JTHOM COOTBETCTBHH ¢ Tpebosaunavn GMP MecTHOTO PeryTopHOro oprasa u
cnenHpHKAUAAM, 3aPErHCTPHPOBAHHBIM B AMNOPTHPYIOWER CTpaie,

OTu4eThl 0 NPOU3BOACTEE CCPHH, YNAKOBKE H KOHTPO/E Ka4eCTBA GbIAN NPOBEPeHEl H NPHIHAHD
COOTBETCTRYIOMHME Tpebosannsam GMP.

Jwbbie 0TKI0KENHES ObLUTH OUEHEHbI 10 BLITYCKA cePH. JIaHnan CepHs BLINYIUEHA YHOIHOMOYEHHBIM
JIHHOM.

VYnonHoMouyeHHOE THLO: Hoonuce
Hara: 21.09.2018

Cepus nposepena (Ornen gapmanesThyeckoro suinycka): Dr.Rogai Alessio Jara: 21.09.2018

*% ***KOHeu oTyeTa¥rEx*




Cert. No ; 18005791

Istifito &

De Angeli
B
Istituto De Angall S.r.L-Loc. Prufl n. 103/c- 50066 Reggelio (FI)-taly
Manufacluring Authorization N°: ah-32/2016 del 02/03/2015
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
Batch No.:  832542A No. of Analysis ; 18004912 - 2- 1
Article No. : 464530 Date of Manufacture : 02.08.2018
Semifinished batch 832642 Explry date: 08 /2021
BIX codel Pack. Mat, : BOTTLE HDPE Printed on : 21.09.2018
Testing Spec. No. : 77338-p510a00301 Customer code: 663610
Manufacturing Spec. No.:  77338-p330ac0103
Marketing Authorization No: PN015238/01
Page: 1
Test
Specification Resuit Evaluation

Appearance

Claer, colouriess to yellowish or slightly yellowish-brown,  Conforms c

slightly viscous solution
Odour

Almost imperceptible Conforms c
Colour of the solution

Not more Intensely colourad than reference solution B9 Conforms C
Clarity of the solution .

Not more opalescent than reference suspension | Conforms c
pH

4'5 ” 5a2 5,1 C
Relative density

d{20/20}
1,148 - 1,168 1,164 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 tolal
welght of 10 doses should not deviate by more than +/-15%
from the theoreticat weight of 10 doses. The dropping
speed doas not exceed 2 drops per second,

Identification
Sodlum picosulfate (HPLG/Diods Aray )
Corresponding to standard Conforms C

Sodlum picosulfate (1L +HpLC)
Corresponding fo standard TO

Sodium benzoate (HpiC)
Corresponding to standard Conforms C

Sodium benzoate (7.}
Corresponding to standard TO




Cert, No : 18005794

i
istifuto ®
De Angeli
-
Istiuto De Angell S.1.L.-Loc. Prulll n. 103/c- 50068 Reggefio (Fi-Haly
Manufacturing Authorization N°; aM-32/2016 del 02/03/2016
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
Batch No.:  832542A No. of Analysis : 18004912 -2 - 1
Article No. : 464530 Date of Manufacture ! 02.08.2018
Semifinished batch 8325642 Expiry date: 08 /2021
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 21.09.2018
Testing Spec, No. : 77338-p510200301 Customer code: 663610
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN015238/01
Page: 2
Test
Specification Resuit Evaluation
Active ingredient decomposition
C-LA 401 NA (HpLC)
<=0,76% 0,11 c
(Equivalent to 1.0% degraded sodium plcosulfate
monohydrate)
C-Oxlide (HPLC)
<=0,2% 0,0 c
(Equivalent to 0.2% degraded sodium picosulfate
* monohydrate)
Any unspeclified degradation preduct (+rLc)
<=02% 00 c
Total degradation products (HpLo)
<= 14% 0,1 ¢
Assay
Sodium picosulfate monohydrate (Hpic)
713,0 - 788,0 mgf100.0 mi 748,2 c
Preservative content
Sodium benzoate (HPLC)
180,0 - 220,0 mg/100.0 mi 198,8 c
Volume of contents
Conforms c




Cert. No : 18005791

P
Istifuto
De Angeli

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggslio (FI)-taly
Manufacturing Authorization N°; aM-32/2016 del G2/03/2016

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU

BatchNo.:  832542A No. of Analysis : 18004912 - 2- 1
Article No. ; 464530 Date of Manufacture : 02.08.2018
Semifinished batch 832542 Expiry date: 0872021

BIX codef Pack. Mat. : BOTTLE HDPE Printed on : 21.09.2018
Testing Spec. No. : 77338-p510a00301 Customer code: 663610

Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN015238/01

Page: 3
Test
Specification Result Evaluation
Batch quantity released (pcs) : 47070 - Note: Number of the Normative Document. P N015238/01-270110
Evaluation : Conforms
Certification statement:

I 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:

Batch Review (Pharmaceutical Release Dept): Dr. Rogai Alessio Date: 21.09.2018

=+ End of Report *+++




