Dr.Reddy’s Qf’

Dr. Reddy's Laboratories Ltd_
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIU3A

Page1of 8/ Ctp. 113 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoayer: Moykaun®, Tabaeriy, DOKpsITHIE NUIeHO4HOI 06onouKoii, 400 mr + 325 mr
Apony

IpouzsoncTeenHas : MNB/05/263
Jngen3ns Ne

Homep PY

Market/ PblHoK :Russia / Poccust

Batch No / . Batch Quantity / ~800000.0 tab /

Cepna Ne A O6bem cepun " 800000.0 Tab

Analytical Repo;t No/ - 040002627720 Date of Analysis / . 24.08.2024

AHaTu THYECKHH oTger No JlaTa aHanu3a ol
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

Jdata mpoH3IBOACTBA logen go b
Mfg. License No. / MA number: /

: JIIT-Ne(003654)-(PI"-RU)

Analysis performed according ND; / Auanms nposesen no HI: JITI-Ne(003654)-(PT-RU)-101123

Ha [ONEepeyHoM paspese —
6eNoro 1UBETA.

the cross-section. / TabneTku
KamncynoBuaHOH (oOpMbI, TOKPBITHIE
MeHO4YHOH 060N0UKOH OpaHMeBOro
[BETa, C PHCKOH Ha OOHOIl cTOpOHE;

Ne |Test/ IlokazaTenn Results/ PesynnTaTst Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, Orange film-coated, capsule-shaped, one-side
1 |OnHcaune one-side scored tablets; white core at|scored tablets; white or off-white core at the

cross-section. / TabneTky KancyioBUOHOA
¢$OpMbI, NOKPBLITHIE [11I€HOYHOH 060I04KOH
OpaHIKeBOIO [[BETA, C PHCKOH Ha OLHOH CTOPOHE;
Ha MOTIEPEYHOM pa3pese — sApo 6eoro HiH
AOpO|IOYTH benoro LBeTa.

Remarks : The Product conforms to ND/
Ipumeuanune: [TpoayKT cooTBeTcTBYeT TpeboBaHusam HIT

Opinion : APPROVED
3aknwuenne: OJOBPEHO

Prepared by / Checked by /

MoarorosaeHo: Santosh Kumar | ITpoeepeno: Pardeep Kumar

Maurya (& ‘31—’,‘

Approved by: Manager/Executive
/Opo6peno: Meremxep /

PykopoauTeNh Matio] Kumar W
\

Reprint Date: Reprint Date:
Jara: 24.08.2024 Jara: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIb: LB5195AP1584PLCOD4E507
www.direddys.com




Dr. Reddy's Laboratories Ltd.
: ‘ ..0 Formulaticn Unit-6
e Vill. Khol, Nalagarh Road, Baddi,
Dr' Reddy S o Distt. Solan, H.P, 173 205, INDIA
Tel : +31 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIN3A

Page20of 8/ Crp. 2113 8§

Product: Ibuclin, ilm-coated tablets, 400 mg + 325 mg
pogysct: Moykaun®, Tabnerku, nokpeITLIE NUIEHOYHOI 060s0uKoii, 400 mr + 325 Mr
| Market/ PuiHoK :Russia / Poccus
Batch MNo / ] Batch Quantity / ~ 800000.0 tab /
Cepus Ne ke O61em cepin " 800000.0 Ta6
Analytical Rep()ft No/ £ 040002627720 Date of Analysis / . 24.08.2024
AnaauTHaeCKHit oTyeT Ne Jlata anasnsa
Date of Manufacture / - 08/2024 Date of Expiry / . 07/2029
Jdara mpou3BoacTBA T'ozen o
Mfg. License No. / MA number: /
IponzBoacTBCHHASA : MNB/05/263 H i ¢ JII-Ne(003654)-(PI"-RU)
omep PY
Juuensis Ne
| Analysis performed according ND: / Anaan3 nposeaen no HJI: JITI-Ne(003654)-(PI-RU)-101123 |
2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IToaanHHOCTH CooTgeTcTByET chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHa ynepkWBaHMS OCHOBHBEIX I[MKOB Ha
XpoMaTorpamMme UCIBITYEMOTO PACTROPA JIOMKHb]
COOTBETCTBOBATH BPEMEHAM YAEP)KHBAHUS [THKOB
HAa XPOMATOTpaMMe pacTBOpa CTaHZapTHBIX
ob6pasioB ubynpodena u napaueramona (paszaen
«KonHyecTBeHHOE onpeleleHHe)
3 |Average tablets weight / 972.0 mg / 972.0 mr 940.9 mg to 999.1 mg
Cpeansist macca Ta61eTOK {(970.0 mg+ 3.0 %)/
Ot 940,9 M Jile} 999.1 Mr
(970,0 mMr £ 3,0 %)
4 |Disintegration / 07 min 19 sec/ 07 Mmuu 19 cex  |Not more than 30 min /
Pacnapaemocth He 6ornee 30 MuH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: Ipoaykr cootsercTayeT TpeGoranmam HJT 3awmouense: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarororneHo: Santosh Kumar | [Tposepeno: Pardeep Kumar | /Ono6peHo: Menemxep / -
Maurya %__ (\r Mykosoaureny Manoj Kumar w
Reprint Date: Reprint Date: Reprint Date:
Hara: 24.08.2024 Harta: 24.08.2024 Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Kills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emnail: maii@drreddys.com
CIM: L85195AP1SS4PLCO04507
www.direddys.com




Dr.Reddy’s ‘f’:‘

Dr. Reddy's Laboratories Ltef_
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHOHKAT AHAJTHU3A

Page30of8/Crp. 3 13 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M@_:_Hﬁyxmm"’, Ta6IeTKH, NOKPBITEIE MJeH04H0il 060a0uKoii, 400 Mr + 325 Mr

Market/ Peinox :Russia / Pocens
Batch No / . Batch Quantity / . 800000.0 tab/
Cepusa_Ne L V2401628 O6nem cepuH " 800000.0 Ta6
Analytical chourt No/ - 040002627720 Date of Analysis / . 24.08.2024
AnannThyeckuii orueT No JTata ananusa
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

aTa MPOoU3BOACTBA T'open o
Mfg, License No. / MA number: /
I1pou3BoACTBEHHAS : MNB/05/263 Sl ¢ JIII-Ne(003654)-(PT-RU)

Homep PY

JnHuen3Ha Ne

| Analysis performed according ND

: / Ananu3 nposegen mo HI; JI-No(003654)-(PT-RU)-101123

5 |Dissolution /
PacTteopenne

97 % to 101%

98 % to 101%

Not less than 70% (Q) of CisHisO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci1aHisO: (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHsNO: (napaueramon)
yepes 3U MuH

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncreeHHbIe NPUMECH than 0.005% /
Method 1 / Meton 1 4-amyHodenon (npuMeck Napaneramosia) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.04% paracetamol) - not more than 0.3% /
Jhobas enuHHuHas npumecs (ubynpodena umn
napaneramona) ve Gonee 0,3 %
0.07%
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meton 1 + Meton
2) 1c 6once 0,7 %
7 |Water / Bona 1.8 % Not more than 5.0% /

He 6onee 5.0 %

Remarks : The Product conforms to ND/
Npumeuanne: [Ipoxykt cooTBeTcTBYeT TpeboBanmsm HII

Opinion : APPROVED
3axnoyenune: OJOBPEHO

Prepared by /
TToarorosineno: Santosh Kumiar
Maurya

Checked by /

Q\E’/’

Iposepeno: Pardeep Kumar | /Ono6peno: Menemxep / ; ?

Approved by: Manager/Executive

PykoBogutens Manoj Kumar

Reprint Date:
Hara: 24.08.2024

Reprint Date:
JaTa: 24.08.2024

Reprint Date:
Iara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Kills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai;@drreddys.com
CIN: L85195AP1984PLCOD4SD7

www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories (td .
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIH3A

Paged4 of 8/ Crp, 4 13 8

[Product: Ibuclin, film-ceated tablets, 400 mg + 325 mg
IpoayxT: Hoyknnn®, TabACTKH, NOKPLITHIE NJIeHOYHOI 06009Koii, 400 Mr + 325 mr

Market/PyiHok :Russia / Poccust ]

Batch No / ) Batch Quantity / 800000.0 tab/

Cepuna Ne 2 V2401628 0O61em cepin " 800000.0 Tab

Analytical Report No / . 040002627720 Date of Analysis / . 24.08.2024

AnanuTadeckiii oruer Ne Jara apaania

Date of Manufacture / - 08/2024 Date of Expiry / . 07/2029

JlaTa mpoH3BOACTBA I'onen o

Mfg. License No. / MA number: /

IIpouzBoacTBeHHAN : MNB/05/263 y 1 JITI-Ne(003654)-(PT"-RU)
Homep PY

aupen3nsg Ne

Analysis performed according ND: / Anasu3 nposejen no HJL: JII-Ne(003654)-(PI-RU)-101123

8 |Uniformity of dosage
units /

OnHopoAHOCTH
JIO3HPOBAHHUSA

- ibuprofen / ubynpoden

- paracetamol /
napaneTamon

0.9

0.9

Acceptance value (AV) should be not more than
15.0 /Tlokasarens npremaeMmocTi (AV) nomxen
GrITh He Goiee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3arens npuemiieMocTH (A'V) moked
6u1Th He Gonee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanmsam HI

Opinion : APPROVED
3akmwoyenne: OJIOBPEHO

Prepared by /

INoaroTosneHo: Santosh Kymar
Maurya (é_'

Checked by /

IIposepeno: Pardeep Kumar /Opobpeno: Menemxep / w
yal

Approved by: Manager/Executive

Pykosogurens Manoj Kumar

Reprint Date:
Hata: 24.08.2024

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Hara; 24.08.2024

Registered Office; 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CiN: L85195AP1984PLCOO4597

wwir.direddys.com




Dr.Reddy’s €

Dr. Reddy’s Laberatories |td.
Formulaticn UJnit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 9§166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHKAT AHAJIM3A

Page 50f8/Crp. 5 3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpopyt: Hoyicnnn®, TabneTki, HOKPLITHIE IeH04HOil 000104 K0il, 400 Mr + 325 Mr

Market/ Pridok :Russia / Poccns

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusi Ne 01628 OGnem cepHn " 800000.0 Ta6

Analytical RepoIt No / . 040002627720 Date of Analysis / . 24.08.2024

AHAAHTHYCCKHUH oT4eT No JlaTa aHaJn3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

JlaTa mpon3BOACTBA Topen go

Mfg. License No. / MA number: /

TIpoM3BOACTBEHHAS : MNB/05/263 o . JITI-Ne(003654)-(PT"-RU)
Homep PY

Munen3nn Ne

Analysis performed according ND: / Ananns nposeses no HJL: JIII-Na(003654)-(PT-RU)-101123

9 [Microbiological purity* /
Muxpobronorudeckas
YHCTOTa™

a) Total aerobic microbial NA
count / ObLiee 4ucno
a3p0obHBIX
MHKPOOPTaHH3MOB

b) Total combined yeasts
and mould count / O6miee NA
YHUCIO IPOMOKEBBIX U
TIIECHEBBIX IprbOB

¢) E. coli NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in lg / OtcyrcTBHe B8
1r

10 |Assay / KonuyecTBeHHoe

onpele;IeHue :
398.9 mg/398.9 mr

325.08 mg / 325.08 Mr

360.0 to 440.0 mg of Ci3HizO:2 (ibuprofen) per
tablet /

Ot 360,0 mr no 440,0 mr C13H1s0; (MOynpoden) B
TabneTke

292.5 to 357.5 mg of CsHyNO; (paracetamol) per
tablet /

Ot 292,5 mr 10 357,5 mr CsHyNO, (napaueTtamoln)
B Tabrietke

Remarks : The Product conforms to ND/
Hpumedanne: I1poaykT cootBeTcTBYET TpeboBanuam HII

Opinion : APPROVED
3akmoyenne: OJJOBPEHO

Prepared by / Checked by /
TloxaroToBieHO: Santosl@mar

Mautya K c—-\i

[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6perno: Menemxep /

IMyropogurens Manoj Kumar M

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Barijara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 490C 2900, Fax: +5:L 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCN04507

wws.direddys.com




Dr.Reddy’s ‘_’:‘

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS WW\N.drreddys‘com
CEPTHOUKAT AHATTH3A

Page 6 of 8/ Crp. 6 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg =1
Mpoaykt: M6ykaun®, TabeTkn, NOKpLITLIE NIeHoYHO#H 000a0uKoil, 400 mr + 325 Mr
Market/ Peirok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepnsa_Ne 1201628 O6bem cepus " 800000.0 126
Analytical Repo“rt No/ - 040002627720 Date of Analysis / . 24.08.2024
AHaJHTHUCCKAR oTUeT No Jara anaausa
Date of Manufacturc / Date of Expiry /
: )
JlaTa mpoH3BOACTEA (a2l T'ogen a0 12029
Mfg. License No. / MA number: /
TIpon3BORCTBEHHAN : MNB/05/263 H J :+ JII-Ne(003654)-(PI'-RU)
omep PY
anuen3ua No
Analysis performed according ND: / Anaaus nposenen no HJL: JITI-Ne(003654 )-(PI'-RU)-101123

11 | Package / YnakoBka 10 tablets in PVC/A] blister. 1 |10 tablets in PVC/Al blister. 1,2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / Tlo 10
leaflet in a carton. / ITo 10 Tadbnerok |Tabnerok B IIBX/Al &muctep. Ilo 1, 2 unu 20
B [IBX/Al Gnuctep. Ilo 1 Gnuctepy |OancTepoB B nauky KapTOHHYIO BMecTe C
B 44Ky KADTOHHYK) BMeCT€ C [HHCTPYKUHEH IO NPUMEHEHHIO.
MHCTpYKLHEH 110 TIPUMEHEHHTO.
12 | Labeling / MapkupoBka |According to ND. / B coorsercteuu ¢ HJL
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne ITpu Temnepatype He Boime 25 °C.
14 | Shelf life / Cpok 5 years / S ner
TOAHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.
* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be
absent from the Company's certificate of analysis.

Ipustenanue: CchlIKY B HOPMATHBHON IOKYMEHTALMK TIPHBEACHE! Ha I'® PO XIV.
* [IpoBOAMTCA NPOH3BOLUTENEM NIPH BbIYCKE NEPHOAMHECKH: Al Kakaoil 20-0if cepuil UM HE MeHee 1 pa3a s roa. |!|
[TokasaTens MOXET OBITh He BKAOYEH B cepTUdHKAT aHaNN3a GUPMBL.

Remarks : The Product conforms to ND/
Hpumeuwanue: IpoaykT cooTBeTcTBYET TpeboBaHUAM HJL

Opinion : APPROVED
3aknwuenre: OJJOBPEHO

Hara: 24.08.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Santosh Kumar | [Tposepeno: Pardeep Kumar | /Ono6peHo: Meuemxep / ) f
Maurya / | PyxoBoxurens Mano) Kumar w
Reprint Date: Reprint Date: Reprint Date:

Jlata: 24.08.2024

Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 49C5 2200, Fax: +91 40 4300 2999, Email: mai!@drreddys.com
CIM: L85195AP1854PLCOD4507

www.direddys.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIH3A

Page 70of8/Ctp. 713 8

et

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoay<r: I’Iﬁ)’k‘ﬂﬂlls, TabnerKn, NOKPLITHIE NJeHoYHOo#H 060104K0ii, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccus

Batch No / ] Batch Quantity / _ 800000.0 tab /

Cepus Ne R 06nem cepHu " 800000.0 Tab

Analytical Repourt No/ - 040002627720 Date of Analysis / . 24.08.2024

ARanHTHICCKHIH oTyeT No Jlara ananusa

Date of Manufactqre / - 08/2024 Date of Expiry / . 07/2029

Java mpoH3BojcTea Topen 1o

Mfg. License No. / MA number: /

Ipon3BoICTBeHHAsn : MNB/05/263 B : JIII-Ne(003654)-(PT-RU)
Homep PY

JAnuen3nsg Ne :

Analysis performed according ND: / Ananu3 nposesen no HIL: JIT-Ne(003654)-(PT-RU)- 01123

API name / Haumenoraune ADC: Ibuprofen / Ubynpoden Paracetamol / [Tapanieramon
INN / MHH: Ibuprofen / Hbynpoden Paracetamol / Ilapaueramon
APT manufacturer batch number / PIBM240089 4097/24-25

Homep cepnu npon3soautens ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHIHH NPOU3BOAHTEIA FERAQ0383 FERA00310

I'JId:

API Manufactured by & country/
Ipoussoanrens AD®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
@apma Caitencns Jlumuren,

Hunus

Sti Krishna Pharmaceuticals
Limited, India / Ulpu Kpumna
®apmaceroTuxanc JlnmnTes,
Hupus

Name, address, authorization No for ~ IP
munulacturing site / Cuntiul site / Release
site /

HaumenoBauue, agpec, JHUEH3IHS N/
IlpousBoacTBenHan mromanka / Ilnomwanka
KOHTPOJIA KadecTBa / Tlnomanka Buinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Diott. Solan (HP) 173205, India (license Mo

HO-p Pennn’c Jlaboparopuc Jita., Unans, [IpoussoacTBeHHOE
noppassenenme-6, Bann. Kxons, Hanarapx Poya, banau, JIMCTPHKT
Conan, X.I1., 173205, Haans (iiuensis HoMep MNB/05/263)

MNB/05/263) /

Remarks : The Product conforms to ND/
Ipumeuanwne: [poayxr coorsercreyet TpeGopanuam HIL

Opinion : APPROVED
Zaxmouenue: OJOBPEHO

Prepared by / Checked by /
IToaroTosneno: Santosh Ig"umar [Ipogepenn: Pardeep Knmar
Maurya f

Approved by: Manager/Executive

(Onnfpern: Menenxen /

PyxoBoaurens Manoj Kumar

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Jlara: 24.08.2024

Reprint Date:
Jlara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIM: L85195AP1954PLCOO4507
wwwy direddys.com




Dr. Reddy's Laboratories Ltd.,
@ Formulaticn iUnit-6
Dr. Reddy,s ‘... Vilt, Khol, Nalagarh Road, Badd,
- Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®HUKAT AHAJIN3A

Page 8 of 8/ CrTp. 8 u3 8

Product: Ibuclin, film-coated tablets, 400 mg +325 mg
Tpomy<t: Woyrann®, Tabuerkn, HOKpHITHIC N1eH04Hoii 06omouKkoii, 400 mr + 325 mr
Market/ Poinok :Russia / Poccus
Batch No/ . Batch Quantity / _ 800000.0 tab /
Cepus Ne R2ADLS28 Q6beM ceprn " 800000.0 Tab
Analytical Repovrt No/ . 040002627720 Date of Analysis / . 24.08.2024
AHaIMTHYeCKHH oT4YeT Ne Jlata ananu3a
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029
Jara mpou3BoACTBA Tepen go
Mfg. License No. / MA number: /
IlpousBoacTBeHHAS : MNB/05/263 i  JITI-Ne(003654)~(PT"-RU)
Homep PY
JHIEeH3HsA Ne
| Analysis performed according ND: / Auanuz nposezen no FJI: II-N(003654-(PT-RU)-101123

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aK/I04UeHHe 0 COOTBeTCTBHN: «HacToAIMM s TOATBEPXKAAI0, YTO IPUBEAEHHAS BbIIE HHPOPMALUs SBIAETCS
JOCTOBEPHOI M TOYHOH. DTa cepus NMPORYKUMH MpousBefeHa (BKIOUas YNAaKOBKY (MapKHpOBKY) M KOHTPOJib
KadecTBa) Ha BbIIEYKAa3aHHOW TPOM3BOACTBEHHOH mnnomanke (MUI0MAAKax) B MOJNHOM COOTBETCTBHKM C
TpeGopannaMu [IpaBHI Hajnexamei NPOU3BOACTBEHHOM NpakTMKM EBPasHACKOro SKOHOMHYECKOIo COt03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) v TpeboBaHHAMH KOHTPOJIS Ka4eCTBAa IEKAPCTBEHHbIX CPE/ICTB,
4 TAKXKE B COOTBETCTRUM CO cNelndHKALMAMHU, COASPHALIMMUCA B PECUCTPALIKOHHOM JOCHE CTpaHbl-UMIIOpTEpa.
3amucy N0 NPOU3BOACTRY, yIAKOBKE H aHANM3Y IPOBEPEHbI, K YCTAHOBIIEHO HX COOTBETCTBHE TpeGoBaHnaM ITparnn
HaJIeXallei NpoH3BOACTBEHHOMN MPaKTHKHM EBpasHHCKOro 3KOHOMMYECKOTO COI03aY.

Remarks : The Product conforms to ND/ Opinion : APPROVED
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