Dr.Reddy’s Q3¢

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

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

CERTIFICATE OF ANALYSIS Wwww.drreddys.com
CEPTHOUKAT AHAJIU3A

Page10of 8/ Crp. 1 u3 8

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

Hponyx1: M6ykaun®, Ta61eTKH, NOKPLITHIE MIIEHOYHOI 06010uK0ii, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccust

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne + V2401626 O06bemM cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002626136 Date of Analysis / . 24.08.2024

AHaauTHYECKHH oT4yeT Ne JlaTa aHau3a

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

JaTa mpoH3BOACTBA I'open po

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJ/I: JITI-Ne(003654)-(PT™-RU)-101123

Ne |Test/ Ilokasaresb Results/ Pe3yabraTtsl

Specification / Hopma

Appearance /
Onucanue
/

the cross-section.

Ha T[IONEepPEeYyHOM paspese
OeJloro uBera.

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
Tabnerku
KaTiCyNOBUIAHOM (DOPMBL, MOKPBITHIE
[ TUIEHOYHOH 000JI04KOlf OpaH)KeBOro
1L[BE€Ta, C PUCKOI Ha OJHOH CTOpOHE;

Ha rmornepey

saapo| noutH 6eno

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancynoBUAHON
(hOpMBI, MOKPBITHIE TINIEHOUHOH 060104KO0H
OpaHXXEBOI0 L[BETA, C PUCKOH Ha OJHOMH CTOpPOHE;

HOM pa3zpese — sapo benoro uim
ro0 I[BETA.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHHaM HJI

Opini

on : APPROVED

3akmwouenue: OJJOBPEHO

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

[Toarorosneno: Santosh Kumar | [Ipoeepeno: Pardeep Kumar /Ono6peHo: Menemxep /

Maurya p Pykoroautens Manoj Kumar @d
(_;\L—f' ”

Reprint Date: Reprint Date: Reprint Date:

Hara: 24.08.2024 Hata: 24.08.2024 Hata: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 300034, Telangana, India
lel: +9L 4U 4900 2500, tax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584FLCD04507
www.drreddys.com




Dr.Reddy’s Qg

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIH3A

Page 2 of 8/ Ctp. 2 n3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpogykKr: Woykaun”, Tab/ieTK, NOKPbIThIe IUIEHOUHOH o6oouKoii, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne 5 V2401626 O6beM cepuu " 800000.0 Ta6

Analytical Repo‘}‘t No/ . 040002626136 Date of Analysis / . 24.08.2024

Ananurnyeckuii oTyer Ne JlaTa aHa/IM3a

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

JlaTa npoH3BO/JACTBA T'ogen 1o

Mfg. License No. / MA number: /

IpousBoacTBEHHAs! : MNB/05/263 ) : JIII-Ne(003654)-(PT"-RU)
Homep PY

aunenzus Ne

Analysis performed according ND: / Awnanu3 npopenes mo HJL: JIII-Ne(003654)~(PT-RU)-101123

2

Identification /
IloxIHHHOCTDH

Complies as prescribed/
CoOOTBETCTBYET

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 yzepXMBaHMs OCHOBHBIX IMKOB Ha
XpOMAaTOrpaMMe HCTIBITYEMOTO PacTBOpa 0JDKHEI
COOTBETCTBOBATH BpEMEHaM YAEPKUBAHHUS MHKOB
Ha XpoMarorpaMMe€ pacTBOpa CTaHJApPTHBIX
obpasios ubynpodena u mapaneramona (paznen
«Kon4ecTBeHHOE onpefeieHe»)

Average tablets weight /
Cpeansisi Macca Ta0JIeTOK

976.7 mg/ 976.7 mr

940.9 mg to 999.1
(970.0 mg + 3.0 %) /
Ot 940,9 M
(970,0 mr = 3,0 %)

mg

J0 999,1 M

Disintegration /
PacnagaeMocTb

07 min 10 sec / 07 MuH 10 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ipumedanue: [1polyKT COOTBETCTBYET tpedosanuam HJL

Opinion : APPROVED
3axaouenne: OJJOBPEHO

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

IToarotopneno: Santosh Kumar | [Tpoeepeno: Pardeep Kumar /Ono6peno: Menemiep / )

Maurya o PykoBoautens Manoj Kumarw
= -

Reprint Date: Reprint Date: Reprint Date:

Hata: 24.08.2024 Jata: 24.08.2024 Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2500, Fax: +&1 40 4900 2999, kmall: mali@drreddys.com

CIN: L85195AP1S84FLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOUKAT AHAJIN3A

Page3of 8/ Crp.3 u3 8

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

NpoayKr: UGykann", TabaeTku, HOKPbITHIE IVIEHOYHOI 0605109K0ii, 400 Mr + 325 Mr

Market / PpiHOK :Russia / Poccug

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus No + V2401626 O61em cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002626136 Date of Analysis / . 24.08.2024
AnanuTHyeckuii oryeT No JlaTa aHaau3a

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

JaTa mpou3BoacTBa Togen xo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAd : MNB/05/263 Homep PY : JHI-Ne(003654)-(PT'-RU)

JuueH3us Ne

Analysis performed according ND: / Anann3 nposegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

Pacreopenne
98 % to 102%

98 % to 102%

Not less than 70% (Q) of Ci:Hi302 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3HisO2 (ubynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO: (mapaueramon)
yepes3 30 MUH

6 |Related substances / 0.0001%
PoacTBeHHbIe IpUMecH

Method 1 / Meton 1

Method 2 / Meton 2
MOpOTra perucTpalun

Below BDL (BDL= 6887) / Huxe

4-aminophenol (paracetamol impurity) - not more

than 0.005% /
4-amuHodeHon (mpuMech MapaleTaMmona) He
oosee 0,005 %
Any individual impurity (of ibuprofen or

paracetamol) - not more than 0.3% /
Jobast equHnuHas npuMech (MOynpodeHa HIH

(ITP =6887) napatietamona) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.0001% than 0.7% / Cymma npumeceii (Merox 1 + Merox
2) ne 6onee 0,7 %
7 |Water / Bopa 1.7 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykT coorBercTBYET TpeboBaHUAM H]J|

Opinion : APPROVED
3aknwuenune: OJIOBPEHO

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

[Moarorosneno: Santosh Kumar | IlpoeepeHo: Pardeep Kumar | /Omobpeno: Menemkep / . V(

Maurya @\ L’— PykoBoautens Manoj Kumar ( Tmd/ir
Oh—

Reprint Date: Reprint Date: Reprint Date:

Hara: 24.08.2024 Jara: 24.08.2024 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 4900 2999, Email: maii@drreadys.com
CIN: L85195AP1984PLCON4507
www.drreddys.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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page4 of 8/ Crp. 4 u3z 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: NGykann®, TabaeTKH, IOKPBITbIE IUIEHOUHOH 000/1049K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab/

Cepus Ne S0t O6bem cepun " 800000.0 Tab

Analytical Report No / . 040002626136 Date of Analysis / . 24.08.2024

ApanuTH4eckuii orTyer No JlaTa aHa/u3a

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

JaTta npousBoacTBa I'opeH o

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Auann3 nposexer mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OaHOpPOIHOCTD
JO3UPOBaHUS

- ibuprofen / nbynpoden

- paracetamol /
napaneTamolt

Acceptance value (AV) should be not more than
0.8 15.0 /ITokazarens npuemieMoctd (AV) 10oJbkeH
O5ITE He Oosiee 15,0

Acceptance value (AV) should be not more than
0.9 15.0 /Ilokazatens npuemneMoctH (AV) nojbkeH
ObITH He Oolee 15,0

Remarks : The Product conforms to ND/
Ilpumeuanwue: [IpoaykT cootBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by /
IToaroroeneno: Santosh Kumar

Maurya %\

Checked by /
ITpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxkep /

Pykoeoaurtens Manoj Kumar E}L&/

Reprint Date:
Jara: 24.08.2024

Reprint Date:

Jara: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
tek 1YL 4U 490U 290U, tax: 91 40 4800 2989, Email: mail@drreddys.com

CIN: L85195AP1384PLC0O04507
www.drreddys.com




Dr.Reddy’s @%¢

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOHKAT AHAJIM3A

Page50f8/Crp.5u3 8

Product : Tbuclin, film-coated tablets, 400 mg + 325 mg
Hponyxt: M6ykaun®, Ta6/1eTKH, NOKPBITHIE ILIEHOYHOH 060,104K0i, 400 Mr + 325 Mr

Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepusi Ne : V2401626 OGbem cepuu " 800000.0 Tab |
Analytical RepoI’t No/ - 040002626136 Date of Analysis / - 24.08.2024
AnaJuTHyeckuii oruer Ne JlaTa ananusza
Date of Manufacture / - 08/2024 Date of Expiry / . 07/2029
| laTa mpoH3BOACTBA TI'onen no
Mfg. License No. / MA number: /
IIponsBogcTBeHHast : MNB/05/263 : : JITII-Ne(003654)-(PT-RU)
Homep PY
Jnunen3us Ne

Analysis performed according ND: / Anasns nposenen no HI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /

325.70 mg/ 325.70 mr

MukpoGuosornyeckas
yucToTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O61ee gucno He 6onee 1000 KOE/r
aspobHbIX
| MHKPOOPTraHU3MOB
b) Total combined yeasts Not more than 100 CFU/g/
and mould count / O611ee NA He 6onee 100 KOE/r
YHCIIO APOXOKEBBIX U
NUIECHEBBIX TpuboB
Shall be absent in 1g / OtcyrctBue B
¢) E. coli NA Ir
10 |Assay / KonuuecTBeHHOE 360.0 to 440.0 mg of Ci3H;30, (ibuprofen) per
ompepeJieHHe tablet /
399.4 mg/399.4 Mr Ot 360,0 mr g0 440,0 mr C13H 30, (ubynpoden) B

TabneTke

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

0t292,5 mr 10 357,5 mr CsHgNO; (mapaneramoir)
B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanue: [TponykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

ITonrorosneno: Santosh Kumar
Maurya @

Checked by /

=

[TpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive

/Onobpeno: Menemxep /
Pykosoautens Manoj Kumar

Reprint Date:
Hara: 24.08.2024

Reprint Date:
JlaTa: 24.08.2024

Reprint Date:
Jlara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 91 40 49UU 290U, Fax: +91 40 4900 298Y, Email: maii@drreddys.com
CIN: LB5195AP1984PLCD04507

www.drreddys.com




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

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Dr.Reddy’s &¢

Page 6 of 8/ C1p. 6 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Moykaun®, Ta6/1eTKH, HOKPBITHIE IUIEHOYHOH 060.104K0i, 400 Mr + 325 Mr

Market / Poidok : Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepusi Ne 31 V2401626 O6bem cepuu " 800000.0 Tab

Analytical Repo:'t No/ . 040002626136 Date of Analysis / . 24.08.2024

AgannTudecknii oruer No JlaTta anaau3a

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

JlaTa npou3BoACTBA Iopen no

Mifg. License No. / MA number: /

HpousBoacTBeHHan : MNB/05/263 ’ : JITI-N2(003654)-(PT-RU)
Howmep PY

Junensus Ne

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

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerok
B [IBX/Al 6mucrep. 1o 1 6nuctepy
B MadyKy KapTOHHYHD BMECTE C
UHCTPYKLMEH MO IPUMEHEHHIO.

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B IIBX/Al 6nuctep. Ilo 1, 2 wmu 20
ONMMCTEPOB B Mauky KApPTOHHYIO BMeECTe C

MHCTPYKI[HEH 10 NPUMEHEHHUIO.

12 | Labeling / MapxupoBka |According to ND. / B coorBercruu ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHHne ITpu Temnepatype He Bhille 25 °C.
14 | Shelf life / Cpox 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.
Ipumevanue: CChUTKY B HOPMATHBHOM JOKyMeHTAIl[WK MpHBeAeHsl Ha I'® PO XIV.

* TIpoBOAUTCS MPOU3BOAUTENEM MPH BBIMTYCKE MEPHOANIECKHU: I kaxoH 20-0i cepuy Uiu He MeHee 1 pa3a B ron.
ITokazaTenb MOXET OBITE HE BKJIIOUEH B cepTUdUKar aHanu3a GpupMsl.

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBanuaM HJ

Opinion : APPROVED
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToaroToBneno: Santosh Kumar | Ilposepeno: Pardeep Kumar /Ono6peHo: Menemxep / , .,/
Maurya ¥ Pykosoautens Manoj Kumar @
Reprint Date: Reprint Date: Reprint Date:

JHara: 24.08.2024 Jara: 24.08.2024 Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Fux. +51 40 4300 2993, Emall: inali@direddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd.

Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 7 of 8 / C1p. 73 8

Product : Tbuclin, film-coated tablets, 400 mg + 32_5-_1?1g
HNpoaykT: U6ykann®, Ta61eTKH, NOKPLITHIE IIIEHOYHOM 000/109K0i, 400 mMr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab/

Cepust Ne R O6bem cepun " 800000.0 Tab

Analytical Rep0j't No/ - 040002626136 Date of Analysis / - 24.08.2024

AHaJnMTHYECKHH oT4YeT No JlaTa apajnsa

Date of Manufacture / - 08/2024 Date of Expiry / . 07/2029
 laTa npou3BoACTBA T'open go

Mfg. License No. / MA number: /

IpousBoacTBeHHAsA : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)

Homep PY
JuneH3Hsa Ne

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

API name / HanmenoBanue APC: Ibuprofen / U6ynpoder Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / [lapanieramon
API manufacturer batch number / 1101/24/A-1648 4097/24-25
Howmep cepun npouspoantens APC:
FP Manufacturer API Batch number /
Homep cepun cy6cTaHUMH POH3BOJUTE/IS FERA00352 FERA00310
IJid:
IOL Chemicals and

API Manufactured by & country /
ITpouzeoauTteas ADC, crpana:

Pharmaceuticals Limited, India /
HOJI Kemuxanc 3
dapmacbroTHKaJIC JIUMUTER,

ERIT WNuous

Sri Krishna Pharmaceuticals
Limited, India / lLlpu Kpuina
@apmaceroTHKaIC JIUMHTER,

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

HaumeHoBauHe, agpec, ML EH3Us s
IIpousBoacrBeHHast nowaaka / Ilnomanka
KOHTpOJIA kadecTna / Iljiolaaka Boinycka

MNB/05/263) /

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

I-p Pennu’c Jlaboparopuc JIta., Uaaus, IIpoussoacTBeHHOE
noapaznenenue-6, Buin. Kxons, Hanarapx Poya, banau, J{uctpukr
Conan, X.I1., 173205, Mupus (qmneH3us somep MNB/05/263)

Remarks : The Product conforms to ND/

ITpumeyanne: [IpoyKT cooTBETCTBYET TpeboBanusam H/I

Opinion : APPROVED
3axauenue: OJIOGPEHO

Prepared by /
IMogrotroenedo: Santosh Kumar

Maurya Q;_

Checked by /
[TpoBepeno: Pardeep Kumar

/Ono6peno: Menemxep /
PykoBoautens Manoj Kumar |

L

Approved by: Manager/Executive

g/

Reprint Date:
Jara: 24.08.2024

Jarta:

Reprint Date:

Reprint Date:

24.08.2024 Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel. 191 40 4900 2900, Tua. +37 40 4900 2939, Lingil. mail@dneddys.cuim

CIN: L85195AP1984PLCO04507
www.drreddys.com




P Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6
Dr, Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,
n Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIM3A

Page 8 of 8/ Crp. 8 uz 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6ykann”, TabaeTky, NOKPLITHIE IUIEHOYHOi 060/104K0i, 400 mr + 325 mr
Market / PeIHOK :Russia / Poccust
Batch No / . Batch Quantity / ~800000.0 tab /
Cepust Ne a e O6nbem cepun " 800000.0 Tab
Analytical Rep0ft No/ . 040002626136 Date of Analysis / . 24.08.2024
AnaJjiuTHYecKH i oT4YeT No JlaTa ana;im3a
Date of Manufacture / - 08/2024 Date of Expiry / - 07/2029
JlaTa npou3BOACTEA T'oseH mo
Mfg. License No. / MA number: /
HpousBoacTBeHHast : MNB/05/263 ’ : JIII-Ne(003654)-(PI'-RU)
Howmep PY
Jaunensis Ne
Analysis performed according ND: / Anaaus nposeaet no H/L: JII-Ne(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».

3aKJII0OueHne 0 cooTBeTcTBHH: «HacTOSIMM 5 MOATBEPKAl0, YTO NPHBEAEHHAs Bblle MHpOpMaLWs ABIsETCA
JOCTOBEPHO# M TOYHOM. DTa cepust NMPOAYKLMHM MpoM3BelcHa (BKIOYAs YNaKOBKY (MapKMpOBKY) M KOHTpPOJIb
KauecTBa) HA BHIIIEYKA3aHHOW MNPOM3BOACTBEHHON muomajke (MIOWAAKaX) B IMOJHOM COOTBETCTBMM C
TpeGoBanusmu [IpaBui Hajulexalell NPOM3BOACTBEHHON MpakTHKU EBpa3sMHCKOro SKOHOMUYECKOrO COO3a Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpebOBaHUAMHU KOHTPOJIS Ka4e€CTBa JIEKApCTBECHHBIX CPE/ICTB,
a TAaKkKe B COOTBETCTBHH CO CelMMUKALMAMY, CONEPKAUMUCA B PETUCTPALIMOHHOM AOCHE CTPAHBI-UMIIOPTEPA.
3arKcH 110 POU3BOJICTBY, YIAKOBKE U aHANN3Y NIPOBEPEHEI, M YCTAHOBJIEHO MX COOTBETCTBHE TPEOOBAHUAM [TpaBun
HaJJIeXKalleil NPOU3BOACTBEHHOM NPaKTUKK EBPazuicKoro 9KOHOMHYECKOro COK3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanmue: [IpoayKT cooTBeTCTBYET TpeboBanusam HJ 3axmouenue: OJOBPEHO
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