JTEKJIAPAILIMSI O COOTBETCTBHUH

JEKJIAPAHT, MPHHUMAIOIMIHAN JEKJTAPAIIMIO O COOTBETCTBUH

A0 "ThaxcoCuumKnsiin Tpetiounz"

Ceedenun o pezucmpayuu opeanuzayui: Medcpaiionnan uncnexyun Dedeparvroil nanoeosou cayictol Ne 46 no
2. Mocxee 01.01.2008, OF'PH 1027739011486, oama npuceoenust OFPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, kopnye 4, amaoic 3, nom. XV, komnama 1.
Teaechon:8(495)777-89-00.

B auye. Tenepansustii dupexmop yGanckuit Onee

Hosepenrnoe nujo: Kyaneyos A A., dogeperinocnio 18-09.08.2019 om 09.08.2019 2.

3ASIBJISIET, UTO

Aexapemeentoe cpedemen. AyaMenmun, nopowiox X RPUOMOBREHIA CYCneNIuu 0 npuema erymps 400 ve
+ 57 M2 8 5 ma, raxone 12,0 2 (1),/8 konnnexme ¢ meproil todckotl/, navky kapmonnsie, PY Ne IT N0O15030/04
om 13.10.2008 (0ama 3anenst 28.09.2018) svidaro 3A0 "ThaxcoCuumKnsiin Tpetiounz”, cepus SN8X, napmus
| 24771 ynaxoeox, zoden 0o 19.07.2021, npoussodcmea Iarco Bammom Hpodaxwen, Opanyun, Glaxo Wellcome
Production, Terras II, Z. I. de la Peyenniere, 53100, Mayenne, France, xoo OKII[J2 21.20.10.191, koo TH B3/
3004100008, Juempubsiomop, coanauenve 6/n om 01.01.2013, ungoiic Ne 4205286263 om 10.09.2019

COOTBETCTBYET TPEBOBAHHSIM

T N015030/04-280918

JAEKJAPALIHSA ITPUHATA HA OCHOBAHHH

npomokon ucnetmanuii Ne 5503m om 26.09.2019 HIT OO0 HI] "PAPMOBLOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21@JI40, Cepmuchuxam POCC FR.OMO8.C49541 om 27.09.2019

7.2021
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CBEI}EE}iHH O PEFMCTPAIIUA

OPTAH ITO CEPTH®HUKAIIAU, 3APET'MCTPUPOBABIIUI JEKJTAPALIHIO

RA.RU.11®M08 OPTAH IO CEPTHOHKALIHH ITPOLYKLHH OFLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOH LIEHTP KOHTPOJISA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeproéa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepnuchurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, eeb-
catum: ouKK.pd.

HEKJIAPHSI O COOTBETCTBHHU 3APETICTPUPOBAHA M POCC RU JJ-FR.@M08.4.38317/19
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A
DATE OF ANALYSIS +30.08.2019 ANALYSIS N*:1000254011
Hara ananuaa: Anannz Ne: 1000254011
MANUFACTURING DATE: 19.07.2019 DESTINATION: RUSSIAN FED.
JIATA U3rOTOB/IEHMA 119.07.2019 CTpPAHA; Poccua
EXPIRY DATE 119.07.2021 QUANTITY: 24 771
FoAEH fo 119,07.2021 Konuuecteo: 24 771
REF SPECIFICATION t MA ITEM CODE:60000000116728

Kop npoaykrTA:60000000116728

PRODUCT NAME: AUGMENTIN SUSP 400/57MG 1X70ML_RU BATCH N°: 5N8X
FIPOAYKT: AYTMEHMTUH®, NOPOLWOK ANIA NPUTOTOBAEHMA CYCNEHIHH Cepin Na: SNEX

[0 OPHEMA BHYTEb, 400 M+ 57 pars 5 mi

APL: AMOXICILLIN TRIHYDRATE + POTASSIUM CLAVULANATE

ADC: AMOKCHLIMNNKMHA TPHIHAPAT + KNABYNAHAT KAZIMA

AP MANUFACTURER: BEECHAM PHARMACEUTICALS (PTE) LTD, SINGAPORE -+ SMITHKLINE BEECHAM PHARMACEUTICALS, UK
[TPOU3BOAUTENL ADC: BHUEM DAPMACKIOTHRANS (TTTW]} JITI, CHHTANYP + CMHTHNARH BUYEM DAPMACBIOTHKANS,
BEAMKOBPUTARMA

TEST SPECIFICATION RESULTS

Tect CRELMDURALIMA PEIVALTAT

A clear glass bottle containing a white to off-white free flowing

RIPTI
kst ah powder. A white ta off-white suspension Is formed after dilution. PASS
f1PO3PAYHBIR CTERMAHHBIA ®NAKCH, COAEPKALLMA ChiNYYHIA NOPOWOK
ONWCAHUE OT BEAOTO /10 NOYTY BEAOTO UBETA, TIPH PA3SEREHUW OBPA3YETCA COOTBETCTBYET
CYCIIEH3MA OT BE/IOTO 40 TO4TU BENOTO UBETA,
identification Product IR-spectrum in position of absorption bands should
PASS
IR-spectrometry carrespond to the figure of spectrum.
MOAAUHHOCTL, WH-CNEKTP NPENAPATA NO NONOMEHWIO NONOC NOFNOWEHWA AOMKEH
COOTBETCTBYET
WK-CNEKTPOMETPUA COOTBETCTBOBATL PUCYHKY CNEKTPA.
The retention times of the main peaks on the chromatogram of
assay test solution should correspond etention times of
Identification HPLC y a0 pand to the retentian Ume PASS

the main peals of Amoxicillin and Clavulanic acid on the
chromatogram of standard solution.

BPEMEHA YAEPHUBAHUA OCHOBHLIX NTMKOB HA XPOMATOTPAMME
MCNBLITYEMOTO PACTBOPA, MTPUIOTOBAEHHONO A7 KONHMECTBEHHOIO
TNOARKHHOCTE, BAWX ONPEAENEHNA, AONIKHBI COOTBETCTBOBATL BPEMEHAM YAEPMMBAHMA COOTBETCTBYET
OCHOBHBIX MUKOS AMOKCHUWANMHA W KIABY/IAHOD O KUCNOThE HA

XPOMATOrPAMME CTAHAAPTHOTD PACTBOPA.

Resuspension time should be not more than 1 min, no

) signs of sedimentation should be observed within 2-3 min. R INSPECTED.

Sedimentation Stability

BPEMA PECYCNEHAMPOBAHHA [LONNKKO BblTh HE BONEE 1 MUH,

CE&‘?;;:Z‘:%‘:‘A“ HUKAKWX NPHIHAKOS CELMMEHTALIUI HE AOMKHO HABMIOBATLCA He nposoawnca
B TESEHME 2-3 MUH,
Extractable Volume According to requirements. NOT INSPECTED
W3BAEKAEMbBIA OGBEM B COOTBETCTBUM C TPEEOBAHHAMM. He npoBeguaca
pH 4.0-6.0 4.2
pH 4.0-6.0 4.2
Moisture* $9.0% NOT INSPECTED
Bopa* <90% He nposopuncs
Amanxicillin dimer s12% 0.3%
AMOKCUUMANMHA AUMEP <1.2% 0.3%
Amoxicillin a-Penicilloic Acid $1.00% 0.09 %
AMOKCULIHAUIMHA o- <1.00% 0.09%

MEHMUWANORHAA KHCAOTA




Amoxicillin f-Penicilloic Acid $1.00% <0.05%
AMORCULMAAKHA [3-
AEHULMAAORHAR $1.00% «0.05%
HACTOTA
Amoxicillin Penilloic Acid "
o,
Isomer 1 51.00% <0.05%
AMORCHLIMAMH NEHUANDHHOW
b PP $1.00% <0.05%
KUC/IOThI MIOMEP 1 -
Amoxicillin Penilloic Acid
L)
Benr's £1.00% 0.05%
AMOKCHUWAMH NEHUAAOHHOR
ot 8
KMCAOTh U3OMEP 2 SL005 Ul %
Amoxicillin Diketopiperazine £1.00% <0.05%
AMOKCHUWIIHMHA i y
OWKETONUNEPA3WH =300% E005 %
Any Other Identified
i PEES <1.00 % 0.17%
Impurity
FIOBAA APYFASA
WOAEHTHOUUMPOBAHHAR £1.00% 0,17 %
NMPHMECH
Any Other Unidentified <0.30% 0.10%
Impurity
N0BAA BPYTAA
HEMAEHTHOULMPOBAHHASR £0.30% 0.10%
APUMEChH
Total Related Substances <35% 0.9%
CYMMA NPHMECER =3.5% 0.9%
Clavulanate Polymers <2.5% 0.7%
Content
COAEPIKAHME NONUMEPA i i
HAABYNAHATA EE i

Microbioclogical purity

TAMC : not more than 10°CFU/g
TYMC: not more than 10? CFU/g
Absence of Escherichia coli {1g or 1mlL)}

NOT INSPECTED

MUKPOBHONOTMHECKHUE

OBUIEE YACN0 ASPOSHBIX BAKTEPHIA: HE S0nEE 103 KOE/r
OBLUEE YHCAD APOMIESDIX 1§ NAIECHEBLIX [PHBOB: HE Bonee 102 KOE/r

He nposopuaca

YUCTOTA
ESCHERICHIA COLI = OTCYTCTBYET {8 1 I AW 1 M1 nPENAPATA}
Amoxiciilin Content 380 - 420 mg/5ml 400 mg/5mL
HOMWYECTBEHHOE
ONPEAENEHWE 380 - 420 mr/S mn 400 mr/Smn
AMOKEULIMANMHA
Clavulanic Acid Content 57.0-63.0 mg/5mL 60.1 mg/SmL
KONWMECTBEHHOE
ONPERENEHUE 57.0 -63.0 mr/s mn 60.1 mr/Smn
KAARYNAHOBOR KMCAOThI
Powder for oral suspension
12.6g in a clear glass bottle with nominal volume of 147
. mL closed with an aluminum rell pilfer-proof (ROPP)
hackging internally lacquered closure and Polymer liner (PVC or PASS
Polyolefin}. One bottle and patient information leaflet and
measuring spoon or cup or syringe in a carton pack.
MTOPOLIOR ANA NPATOTOBNEHMA CYCTNIEH3UM 4718 NPUEMA BHYTPb
M0 12,6 [ 8O ®NAKOH MPOIPAYHONO CTEK/IA HOMUHAABHBIM
OBBLEMOM 147 W71, 3AKPLITLIA HABMHYHBAIOLWEACA
UHkRBRR AMOMUHUEBOHM HPLILUKOW, NOKPLITON C BHYTPEHHER CTDP_OMM —
JNIAKROM, C KOHTPOAEM NEPBOTO BCKPBITHA 1 NPOKJIARKOR M3
OAKMEPA {TIBX MM NONHONEDHH), 110 1 GNAKOHY BMECTE C
WHCTPYRUMET N0 NPUMEHEHWIO U MEPHOMR NOMKORA B KAPTOHHYIO
MAYRY.
Labelling According to ND.
MAPHUPOBIA B COOTRETCTBUM CHLL
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* performed on 1/50th batches or at least once a year
* MpOBOANTCA HA OAHONR M3 50 CEPUA UM, KAK MUHUMYM, OAWH PA3 B O,

| herehy certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above(s) 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.
HacToruss AOATHENMIGI0, MTO HHOORMALMS, NPEACTABABHHEN BLILIE, ABAALTCA NOAAMHHON W ToHHON, Bre atans
APOMIBOACTES ASHHOT CRPHI TOTOBOFO NROAYHTA, BHAIUAN COEPALMA (10 YNAKOBHE/MBPKUPODKE 11 KOHT 0L KAHLLTHE,
H YAOMAHYTOR NPpOM3DoACTEERHON naowa ke Gulm NPOBEAEHb! B NOAHOM COaTRETCTENY ¢ Tpebosanunmy GMP,
ROKENBHLIFN DECYASTORIBIMN TRTOBIMAMY 1 TpeboBaHKAMI CNELUPUKALIMN PErUCTPRILMOHHOID YAOCTOBENEHNA
Cipranit HASHaxe i, Janucu, OTHOCHIHEUR K NPOMIBOACTECHEOMY NPOLECCY, YOSKOBRE 1 TECTHROBAHMIO CEPHIN, Bt
APOBEREHE M COOTRETCTRYIOT TReboBaHuam GMP,
CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIE’ICA;ION

FARMOUEHUE: OAOBPEHO, NPOAYKT COOTBETCTBYET CRELMMHKALIN ‘ o
(’\‘i ,/
APPROVED BY QUALITY ASSURANCE MANAGER : PONT Edouard’.”  DATE: 30.08,2019
YIBEPHAEHD OTBETCTBEHHBIM 3A KAYECTRO MEHEUKEPOM : PONT Edouard s aata: 30.08.2019

/a"” =.’-'
MANUFACTURER:  GLAXO WELLCOME JFRODUCTION, FRANCE
21 de la Peyénniére - 53100 Mayenne — FRANCE
FIPOMABOAUTERD: THAKCO BIANKOM NPORANILEH, GPAHUMA




