Dr.Reddy’s

Dr. Reddy's Laboratories [+d.

‘...0 Formulation 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
CEPTU®UKAT AHAJIU3A

Page 1 ofS/CTp. 1um3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykanu”, T

a0JeTKH, NOKPbITHIE IJIeH0YHOH 000104KO#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne $ V2401396 O0bem cepun " 800000.0 Tab
Analytical Repog‘t No/ - 040002619948 Date of Analysis / - 20.08.2024
AHanuTHYecKHii oTueT No JlaTta ananun3a
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

| Jlata npou3BoacTBa Topen oo
Mfg. License No. / MA number: /
IIpouzBoacTBeHHAs : MNB/05/263 ’ . JIII-Ne(003654)-(PI"-RU)

Homep PY

JUIeH3Hs No

_Analysis performed according ND: / Ananu3s nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Ne |Test/ Iloxa3zarTein

Results/ PesyabTaTsl Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-side
one-side scored tablets; white core at|scored tablets; white or off-white core at the

the cross-section. / Tabnerku|cross-section. / TabaeTku Karncya0BHAHOM
KancyJoBHHOI GOPMBI, MOKPBITHIE|(HOPMBI, MOKPBITHIE MJICHOYHOH 06010UKOMH
TJIEHOYHOH 000JI04KOH OpaH)XeBOI'0|OpaHKEBOr'o L[BETA, C PHCKO# HA OTHO CTOPOHE;
L[BETA, C PUCKOH Ha OIHOH CTOpPOHE;|Ha MOMEPEUHOM pa3pese — AApo 6enoro unu

Ha TONEPEYHOM paspe3e — SAAPO|ModYTH Heoro HBeTa.

6enoro upera,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumevanne: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJT 3akiaoyenne: OJOBPEHO

Prepared by / %] Checked by / Approved by: Manager/Executive

[ToaroTosneHo: Ankit V ITposepeno: Santosh Kumar /Ono6peno: Menemxep / :
Maurya @ PykoBoautens Manoj Kumar M/ "M

Reprint Date: Reprint Date: Reprint Date:

Hara: 20.08.2024 Hara: 20.08.2024 Hara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCD0AS07
www.drreddys.com



Dr.Reddy’s "3.

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIN3A

Page2 of 8/ Crp. 2 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IponykT: U6yKkiua®, Ta61eTKH, NOKPHITHIE NIIEHOYHOI 060.104K0i, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccust |
Batch No / . Batch Quantity / _~ 800000.0 tab /
| Cepust Ne B V2301536 OGbem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002619948 Date of Analysis / . 90.08.2024
AHajguTHYeCcKUH oTdeT No JaTa anainsza
Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029
JlaTa npon3BOACTBA TopeH oo
Mfg. License No. / MA number: /
ITpousroacTBEHHASA : MNB/05/263 ) : JIIT-Ne(003654)-(PT'-RU)
Homep PY
Jnnenzus Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JII-Ne(003654)-(PI™-RU)-101123

" 2 [Identification /
IMopMHEHOCTH

Complies as prescribed/
CooTBeTCTBYET

The retention times of the main peaks on the
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 ynepxMBaHHS OCHOBHBIX [HKOB Ha
XpOMAaTorpamMMe HCIBITYEMOr0 PacTBOPa AOJAHBI
COOTBETCTBOBATh BpEMEHAM YAEP)XHUBaHUS NHUKOB
Ha XpOMarorpamMMe pacTBOpa CTaHIAPTHBIX
ob6pasiios ubynpodena u napaneramona (pazaen
«KonuuecTBeHHOE OTIPEACTICHUE))

3 |Average tablets weight /
Cpennsis macca Ta0/1eTOK

974.8 mg/974.8 mr

940.9 mg to 999.1 mg
(970.0 mg £+ 3.0 %) /

Ot 940,9 MT JIo
(970,0 Mr + 3,0 %)

999,1 ML

4 |Disintegration /
Pacnapaemocrsh

08 min 04 sec / 08 mun 04 cek

Not more than 30 min /
He 6onee 30 muH

Remarks : The Product conforms to ND/
IIpumeuanwne: [IponykT coorBeTcTByeT TpeboBanusam HJL

Opinion : APPROVED
3axmwuyenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Ankit

g

Checked by /

Hpoeepeno: Santosh Kumar
Maurya {

Approved by: Manager/Executive
/Onobdpeno: Menemiep /

Qo
Pykosoaurens Manoj Kumar @

Reprint Date:
Hata: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1884PLC004507

www.drreddys.com




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

®
Dl'. Reddy’s Q.... Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®HUKAT AHAJIM3A

Page3of 8/ Crp.3u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: Hoykaun”, TabieTky, NOKPLITHIE IIEH0YNnol 0605104K0ii, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccust
Batch No / . Batch Quantity / . 800000.0 tab/
Cepus Ne $ V2401396 O6bem cepun " 800000.0 Tab
Analytical Report No/ - 040002619948 Date of Analysis / - 20.08.2024
AHajuTHYecKHi oTUeT No JaTa ananuza
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

| laTa npou3BOACTBA I'oneH no
Mfg. License No. / MA number: /
IIponzBoacTBeHHas : MNB/05/263 ) . JITI-Ne(003654)-(PT'-RU)

Homep PY

JIHneH3ust No

| Analysis performed according ND: / Anaan3 nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

5 |Dissolution / Not less than 70% (Q) of CisHisO2 (ibuprofen)
PacTBOopenue after 30 min/
98 % to 103% He menee 70 % (Q) Ci3His02 (ubynpoden) uepes
30 muH

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

98 % to 103% He menee 70 % (Q) CsHyNO: (napaueramon)
yepes 30 MUH
6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoncrBeHHble mpuMecH than 0.005% /
Method 1 / Merop 1 4-amuHodeHon (mpumech Mapauneramosna) He

6ounee 0,005 %

Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.04% paracetamol) - not more than 0.3% /

Jio6as equHuuHas npuMech (UOympodeHa UIU
napaietramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more

0.04% than 0.7% / Cymma npumeceii (Metox 1 + Meton
2) ne 6onee 0,7 %
7 |Water / Bona 1.8 % Not more than 5.0% /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTeTcTBYET TpeGoBanusam HJI 3akmouenne: ONOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive
ITogroroneHo: Ankit /j _~ | Iposepeno: Santosh Kumar /Onobpeno: Menemxep /
/ Maurya PykoBoautens Manoj Kumar W
Reprint Date: Reprint Date: Reprint Date:
Hara: 20.08.2024 Jara: 20.08.2024 Hara: 20.08.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +G1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drrzddys.com
CIN: L85195AP1984PLCOQ4507
www.drreddys.com




Dr. Reddy's Laboratorieg [td.

De . L
Formulation Unit-6
? ®
Dr, Reddy S ‘ .. Vill. Khol, Nalagarh Road, Baddi,
) Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Page 4 of 8/ C1p. 4 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxyxr: U6ykaun®, TaGIeTKH, IOKPHITHIE IIEHOUHOH 060.104K0i, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab/
Cepus Ne | V2401396 O6beM cepuu " 800000.0 Tab
Analytical Report No/ - 040002619948 Date of Analysis / - 20.08.2024
AHajuTHYeCKHH oTUeT Ne JaTa aHajau3a
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

| laTa mpou3BOACTBA I'onen g0
Mfg. License No. / MA number: /
IIpousBoacTBEHHAS : MNB/05/263 ’ : JITI-Ne(003654)-(PT-RU)

Howmep PY

Junensus Ne

_Analysis performed according ND: / Anaius nposeaen no HJL: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OOHOPOAHOCTD Acceptance value (AV) should be not more than
JI03UpOBaHMUS 0.8 15.0 /Ilokazarens mpuemaeMocTd (AV) gomkeH
- ibuprofen / ubynpoden 6bITh He Honee 15,0
| Acceptance value (AV) should be not more than
[- paracetamol / 0.8 15.0 / IToxazatens mpreMiaeMocTd (AV) nomkeH
|mapaneramon ObITE He Oonee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeyanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HIT 3axmouenne: OOBPEHO
Prepared by / f_ Checked by / Approved by: Manager/Executive
[TogroroBneHo: Ankit 4 ITposepeHo: Santosh Kumar /Onodpeno: Menekep / - /’
[ e s | Ot et o
aurya {}L Pykosoaurens, Manoj Kumar mid
Reprint Date: Reprint Date: Reprint Date:
Hata: 20.08.2024 Jlarta: 20.08.2024 Hara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
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
CEPTHOHKAT AHAJIU3A

PageSof 8/ Crp.5u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoxyxr: Uoykmmnn®, TabiieTky, HOKPHITHIE IIEHOYHOI 060.104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne e os O6bem cepuu " 800000.0 Tab

Analytical Report No/ - 040002619948 Date of Analysis / . 20.08.2024

AHaJATHYECKHIi oTueT No JlaTa ananu3sa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JlaTa pou3BojacTBa Ioxen 10

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAA : MNB/05/263 H ) : JITI-Ne(003654)-(PT'-RU)
omep PY

Junensus Ne

Analysis performed according ND: / Anaau3 nposeaer mo HJI: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /

Muxkpobuonoruieckast
qyHCeToTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1iee yucno He 6o1nee 1000 KOE/r
a’pOOHBIX
MHKPOOPTaHU3MOB
b) Total combined yeasts Not more than 100 CFU/g /
and mould count / O61uee NA He 6onee 100 KOE/r
YHCJIO APOMOKEBBIX U
IIJIECHEBBIX rpubOB

Shall be absent in 1g / OTtcyTcTBue B
c) E. coli NA Ir

10 |Assay / KosnyecTBeHHOE

onpegeneHne
401.6 mg/401.6 Mr

330.21 mg/330.21 mMr

360.0 to 440.0 mg of C;3Hi30, (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C13H 50, (ubynpoden) B
Tabnerke

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

Ot 292,5 mr 10 357,5 mr CsHgNO, (mapaneramonn)
B TabneTke

Remarks : The Product conforms to ND/
Hpumeuanue: IIponykT coorBercTBYeT TpeboBanusam HJL

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Prepared by / Checked by /

IMoarorosineno: Ankit
Maurya (P
/ £

[Iposepeno: Santosh Kumar

Approved by: Manager/Executive

/Onobpeno: Menemxep / W

PykoBonurens Manoj Kumar

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Jara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04E07

www.drreddys.com




Dr.Reddy’s Q‘!‘

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

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

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUP®UKAT AHAJIU3A

Page 6 of 8/ C1p. 6 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoxyxr: H6ykann®, Ta6/1eTKH, NOKPBIThIE MLJIeHOYHOH 06010uKOi, 400 Mr + 325 mMr

Market / PBIHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne + V2401396 O6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002619948 Date of Analysis / . 20.08.2024

AHaJUTHYECKHIT oT9eT No Jata ananuza

Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029

JaTa npou3BojcTBa T'ogen o

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas : MNB/05/263 ) o JIII-Ne(003654)-(PT'-RU)
Homep PY

nunen3us Ne

| Analysis performed according ND: / Ananus nposeaen mo HJT: JIII-Ne(003654)-(PI'-RU)-101123

11 | Package / YnakoBka 10 tablets in PVC/Al 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. / ITo 10
leaflet in a carton. / I[To 10 Tabnetok |Tabnerok B [IBX/Al 6mucrep. Ilo 1, 2 umu 20
B [IBX/Al 6mucrep. Ilo 1 6nuctepy |6nucTepoB B Tavky KapTOHHYIO BMECTE C
B Mauyky KapTOHHYKD BMECT€ C |HHCTPYKUHEH IO MpHMEHEHUIO.
UHCTPYKIMEH Mo NpPHMEHEHHIO.
12 | Labeling / Mapkuposka |According to ND. / B coorBerctBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe I1pu Temneparype He Bble 25 °C.
14 | Shelf life / Cpox 5 years/ 5 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.

Ilpumeyarue: CCbUIKM B HOPMATUBHOM JOKyMeHTalUWu npuBencHsl Ha 'O PO XIV.
* JIpoBoANTCS MPOU3BOAUTENEM IIPH BBILYCKE MEPUOTUHECKH: 1T KaXA0oH 20-0l cepHu HIIH He MeHee 1 pasa B rof.
ITokazatesnb MOXKeT OBITh HE BKIIOYEH B cepTU(UKAT aHaau3a GUPMBL

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBaHusAM HJI

Opinion : APPROVED
3aknwyenne: OJOBPEHO

Prepared by /
INoarorosneno: Ankit

Reprint Date:
ara: 20.08.2024

Checked by /
Maurya

Repﬁ]jate:
Hara: 20.08.2024

[MposepeHo: Santosh Kumar /Ono6peno: Menemxep / @

Approved by: Manager/Executive

PykoBoaurens Manoj Kumar

Reprint Date:
Hara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories L td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIN3A

www.drreddys.com

Page 70f 8/ Crp. 7u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
pogyxT: M6ykaun®, Ta61eTKH, NOKPLITHIE IUIeHOYHOM 060.104K0ii, 400 Mr + 325 mr

Market / PoiHok :Russia / Poccus

Batch No / , Batch Quantity / ~ 800000.0 tab /

Cepus Ne ¥V2401396 O6neM cepHH " 800000.0 Tab

Analytical RepOft No/ . 040002619948 Date of Analysis / . 20.08.2024

Anaaurnueckuii oruer Ne JlaTa aHaJH3a

Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029

JaTa npoH3BOACTBA Toaen g0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAas : MNB/05/263 : : JITI-Ne(003654)-(PT-RU)
Homep PY

Jguuensus Ne |

Analysis performed according ND: / Avanu3 nposeaen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

API name / HaumenoBanue ADC:

Ibuprofen / U6ynpodex

Paracetamol / Ilaparieramon

INN/ MHH:

Ibuprofen / U6ynpoden

Paracetamol / [Tapanieramon

API manufacturer batch number /
Howmep cepun npoussoguresst ADC:

PIBM240042, PIBM240043

0045/24-25

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH NPOU3BOIUTENS
LJID:

FERA00230, FERA00260

FERA00275

API Manufactured by & country /
IIponzeopurtens ADPC, ctpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma Catiencus Jlumuren,
HNupus

Sri Krishna Pharmaceuticals
Limited, India / Ilpu Kpumna
®apmacerotukaic Jiumuren,
Unous

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHoBaHHe, agpec, THLEH3USA A5
IIpousBoacTBeHHas miaomagka / Ilnomanka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pennu’c JJabopatopuc JIta., Unaus, IIpon3sBoacTBeHHOE
noxpaszenenne-6, Bumn. Kxons, Hanarapx Poyn, baju, Jluctpukr
Conan, X.I1., 173205, Uugus (muuensus Homep MNB/05/263)

KOHTPOJIA Ka4eCTBa / Ilnomagka BLINyCKA

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykt cooTBeTcTBYyeT TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneno: Ankit /7 [TpoBepeHo: Santosh Kumar /Onobpeno: Menenxep /

/ Maurya @ Pykosoautens Manoj Kumar @‘:{l
Reprint Date: Reprint Date: Reprint Date:
Hata: 20.08.2024 Hara: 20.08.2024 Hara: 20.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drrzddys.com

CIN: L85195AP13S84PLCO04507
www.drreddys.com



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

@e
L/ ® Vill. Khol, Nalagarh Road, Badd;
Dr‘ Reddy S !.. Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTH®UKAT AHAJIU3A

Page 8 of 8 / Crp. 8 u3 8

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

\HOpoaykr: Woykann"”, TabieTkn, NOKpLITLIE NJIeHOYHOI 060104K0ii, 400 Mr + 325 Mr -
Market / PeIHOK :Russia / Poccust
Batch No / - V2401396 Batch Quantity / ; 800000.0 tab /

| Cepust Ne OGnem cepun 800000.0 Ta6 N
Analytical Repovrt No/ - 040002619948 Date of Analysis / . 20.08.2024
AHajiuTHYecKHif oT49eT No JlaTa anaymza |
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
Jata npou3BoacTsa I'onen o
Mfg. License No. / MA number: /
HponszsoacTeennas : MNB/05/263 H ’ : JITII-Ne(003654)-(PI'-RU)

omep PY

JuneH3us No

| Analysis performed according ND: / Ananu3s nposeaen no HJI: JII-Ne(003654)-(PI'-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».

3akiodenue o coorBercTBuM: «HacTosuM s NoATBepXKAa0, YTO NPHBECHHas BbllE HHGOPMALHA ABJIAETCA
JIOCTOBEpHOM M TOYHOW. DTa cepus MPOAYKLHMH MpoM3BeAeHa (BKIIOYas yNakoBKY (MapKMpPOBKY) M KOHTPOJIb
KayecTBa) Ha BBINIEYKAa3aHHON MpPOM3BOJACTBEHHOH muomaake (MiolmagKax) B TMOJHOM COOTBETCTBHM C
TpeboBanuamu [IpaBun Haanexaiueil npou3BOJACTBEHHOH NMpakTHku EBpasHicKoro sKOHOMHUYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) v TpebOBaHUAMH KOHTPOJI KauecTBa JIEKAPCTBEHHEBIX CPE/ICTB,
a TaKKe B COOTBETCTBUM CO CreLUPHUKALUAMY, COASPXKAILUMHUC B PErMCTPALIMOHHOM IOChE CTPaHbI-UMIIOpTEpA.
3anucH Mo NpOU3BO/ICTBY, YIIAKOBKE M aHANHU3Y TPOBEPEHE], U YCTAHOBJIEHO HX COOTBETCTBHE TpeboBanuam Ilpasuin
HaJyieXxanied Npou3BOACTBEHHOH NpakTuky EBpa3suiickoro 3k0HOMHUYECKOro COH3a».
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