TEKJIAPAIIMISI O COOTBETCTBUU

JNEKJNAPAHT, MPUHUMAIOIIA JAEKJIAPAITAIO O COOTBETCTBUH

AO "Canogpu Poccun”
Ceedenua 0 pezucmpayuu opzanusayuu: Mesxcpationnan uncnexyus Pedepanvhoii nanoz06oti cayachvr Ne 46 no

2. Mocrse 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.
Adpec: 125009, 2. Mockea, yn. Teepcras, 8. 22. Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepaneuerii dupexmop Monoe O.A.
Hosepennoe nuyo: Knoxosa FO.C., dosepernnocmp 6/n om 01.12.2017

3ASIBJBIET, 4TO
nexapcmeentoe cpedcmeo: Maanoxe Muru, cycnensua Ona npuema eHymps fco exycom weprnoti cmopodunsi] 4.3

ma (6 2), cawe (6), navxy kapmonnvie, PY Ne JICP-009034/10 om 31.08.2010 (dama 3amenes 17.01.2018)
sutdarno Canogru-Aeenmuc Opanc, cepusa 8K 41, napmus 10752 ynaxoeox, 200ex do 01.10.2021,
npouseoocmea A. Hammepmann and Cue. Im6X, epmanun, A. Nattermann & Cie. GmbH, Nattermannallee 1,
50829 Koln, Germany, koo OKI1J[2 21.20.10.112, xod TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2
om 20.10.2010, uneoiic Ne 9085317009 om 12.12.2018

COOTBETCTBYET TPEEOBAHUAM
JICP-009034/10-310810 uzm. Ne 1-7

JEKJIAPAIIMA ITPHHATA HA OCHOBAHHMH
npomoxon uchnoimanuit Ne 37730 om 18.12.2018 H/T 000 HI{ "QAPMOBEOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 @J140, Cepmugpuxam POCC DE. OM08.C30377 om 19.12.2018

% Knokosa 10.C.
ﬂaﬂnncb .10

CBEJEHHSA O PETUCTPAIINU

OPT'AH IO CEPTHO®HKAIWH, 3APETHCTPUPOBABIIHH JEKJIAPAITHIO

RA.RU.11OMO8 OPTAH IO CEPTHOHKALIHH TPOOVKIHH OFU[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH [[EHTP KOHTPOJIA KAYECTRA",

adpec opza{maauuu: 115280, & Mocxea, yn. Macmepxoaa, 6. 4, am. 3, nom. I, xom. 1, adpec opzana no
ceprmuguxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, eeb-

caiim: oyKx, P

11151 O COOTBETCTBHM 3APETHCTPHPOBAHA N POCC RU JI-DE.OM08.A.10918/18
SYEHPALIAN 19.12.2018

kp‘}}\ Hupeaxo H.B.

TOAMUCH Pyxoeomutens OC




A. Harrepman & Jlxu M'v6X
A Canodn Komnanu

SANOFI . g

Harepmannany |
50829 Kenbn/ Tepmanns
Cepruduxar ananuza / GMP cooTBercTBHA

3aka3 Ne: Hcnbitanue No: 242486 Buinyweno: 28.11.2018
Marepuan: Maanokce MHHH, €0 BKYCOM Y€PHOH CMOPOAHHDLI, 6 MUHH-TAKETOB
Cepua Ne: 8K0141
Homep matepuana: 371019
HoMep cepun nocTaBLUHKa: 617090
Pasmep cepun: 63.280
Jata npouzBoacTRA: Owxr 2018
JlaTta okoHuaHHH
CpOKa FOAHOCTH: Oxr 2021 CTpaHa Ha3HayYeHHA:

Cneunduxanus No/Bepcus

CGN-SPEC-PR-000046/ 2.0

DTOT NPORYKT COREPHKMUT B: 4,3 mn
Ilokazatenn | HopMmsl npu BEINYCKE [ PeayanTaTsl
XapakTepHCTHKH
OnucaHue TomoreHnad cycneH3Hs ot 6enoro ao CooTeeTcTRYET
651eAH0-XKENTOro LBETA.
TexnnuecKkHe HCIBITAHHS
CpeAHaa Macca COAEPKHMOrO MUHK-TIAKETA 5,7-6,3 6,1lr
OnHOPOAHOCTb MacChl COAEPKHMOTO MHHH- 2/20 Munu-nakera +/- 10 % CooTBeTCTRYET
naKeTa OT cpeAiHeit MacChl HAMOIHEHHSA
0/20 muuu-nakera +/- 20 %
OT cpeHeii Macchl HaNoONHEeHUs
OaHOPOAHOCTH JO3MPOBAHKA METONIOM B cootsetcTBnum ¢ Erp.®. 2.9.40 npoBsepAeTce
OMpeNeNEHHI OHOPOAHOCTH A03HPOBAHUS NEPHOTHYECKH
(Cmoxoza)
pH 7,5-8,5 8,1
OtxocuTenbHas noTtHoctb d?0/, 1,375 - 1,420 1,395
Kuenoto-Heittpanuzyouas cnocofHocTh MuHHMabHOe 3HaYeHue 23 27 MOkB
HoaaunHOCTH
ASIOMHUHHA OKCHI [TonoxurensHas CooTteeTcTBYET
MarHus ruapokcus TMonoxuTensHas CoOTBETCTBYET
KosnnvecTBeHHOE ONpefenieHHe
Bonopoaa nepokeng MakcumansHoe 3Havedude 0,017 0,012 %
ANIOMHHHS OKCHA 218-242 235 mr
MarHus ruapokcua 380-420 396 mr
MukpoGHoJorndecKkan YucTOTAa
O61ee yHcno a3poOHBIX MHKPOOPTAHH3IMOB MakcumaneHoe 3navenre 100 < 10 KOE/mn
(TAMC)
Ob61ee yucno rpubos (TYMC) MaxkcumaibHoe 3Ha4eHue 10 < 10 KOE/mn
Escherichia coli OrtcytetByorB I ¢ CooTBETCTBYET

ExCertReleaseEl nat.xml

Nocennes wamenemic: 10,2018 09:50
Caen Hlymacp. cnyxGa kouTpoas kauccraa, Tea. 2008
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A. Harrepman & Jhxu 'm6X
A Canodu Komnanu SA N O F I ‘l
Hartepmanuanu 1

50829 Kensr/ I'epmaHnus

Ceprudukat ananuza / GMP coorBercTBHA

3akas Ne: Heneiranue Ne: 242486 Beinyweno: 28.11.2018

KommeHTapuu:

JaHHas cepua COOTBETCTBYET
creuH@HUKALHH,

OTaet KOHTPOAA KavecTBa

Hokrop bertina Lnombuua

Hauvanbhuk otTaena KOHTPONA KavecTsa

Hara suinycka: 27.11.2018 B 17:55:18 noaroroeneHo Joktopom AHeTTe
Moiipep

Ceblnka:

JaHubiil npoaykT 661 HCNBITAH B COOTBETCTBHH CO CGN-SPEC-PR-000046/
cneunHraumne: 2.0

3asiBnenne o cepriduraum:

HacToAwnm A noaTeepxcialo, 4TO NPEACTABNEHHAA Bbille HHGOPMaLIHA ABNAETCR NOLAMAHON 1 TOYHOI. DTa cepus
npenapara Obla H3roTOBIEHA, BKIOYAA YNAKOBKY H KOHTPOMb KAYECTBA, HA YKAIAHHbIX BBILLE (IOWAAKAX B IOJHOM
cooTBeTcTBHH ¢ TpeboaHnaMK Haanexaweit nponssoactee HHON npakTHkH {GMP) mecTHOro KOHTponupytowero
opraHa U B COOTBETCTBHY €O cneuHGHKALKAMH, YKa3aHHBIMH B PETHCTPALMOHHOM YAOCTOBEPEHHH CTPaHLI-HMTIOpTEpa.
OTueTbl no obpaboTke, ynakoske W aHanu3y cepHi ObIMH NpoBepeHbl H NPH3HAHBL COOTBETCTBYIOWMMH TpeboBanyam
npaeun GMP.

HAoktop Berruna llaomGHua
Y nomHOMOYEHHOE JIHLO

Hanubiii fokymeHT Obin co3flaH B IneKTPOHHOIT hopme W AeiicTBHTEEH 623 NoANKHCH

ExCertReleaseEl_nat.xml

Hocneanee wimenenne: 04, 10.2018 09:50
Cacn Hlywacp. cayxBa koHTpons kaucerea, Ter. 2028
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI .7

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 242486 Issued: 28.11.2018
Material: Maalox Mini red fruit, 6 Sachets
Material No: 371019
Batch No: 8K0141
GMID-No: 617090
Batch Yield: 63.280
Manufacture Date; Oct 2018
Expiry Date: Oct 2021 Destination:
Specification No./Version: CGN-SPEC-PR-000046 /2.0
This product contains in: 4,3 ml
Parameter Release limits Result
Characters
Appearance white to faintly yellow, homogeneous conforms
suspension
Technical Tests
Average filling mass 57-6,3 6.1g
Uniformity of filling mass Number of units out of 20 oulside of +/- 10 % conforms
of mean mass:2
Number of units out of 20 outside of +/- 20 %
of mean mass:0
pH value 75-85 8.1
Relative density d 20/4 1,375- 1,420 1,395
Acid neutralizing capacity min. 23 27 mval
Identification
Aluminium oxide conforms conforms
Magnesium hydroxide conforms conforms
Assay
Hydrogen peroxide max. 0,017 0,012%
Aluminium oxide 218 - 242 235mg
Magnesium hydroxide 380 - 420 396 mg
Microbiological Purity
Total aerobic microbial count {TAMC} max. 100 < 10 CFU/ml
Total combined yeasls and moulds count max. 10 < 10 CFU/ml
(TYMC)
Escherichia coli absentin 1 ml confarms

ExCertReleaseEl_nat.xml
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A Nattermann & Cie. GmbH
A Sanofi Company SA N O F | J

Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No: 242486 Issued: 28.11.2018
Comments:

This batch conforms to the specification.

Quality Control
Dr. Betlina Glombitza
QC Manager

Release date: 27.11.2018 at 17:55:18 by Dr. Anette Maurer

Reference:
This product has been tested according specification: CGN-SPEC-PR-000046 / 2.0

Certification statement:

| hereby certify that the above information is authentic and accurate. This balch of product has been fabricated/manufactured,
including packaging and quality control at the above-mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging, and analysis records were reviewed and found to be in compliance with GMP,

Dr. Bettina Glombitza
Qualified Person

This document has been produced electronically and is valid without signature.
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