Dr.Reddy’s ":‘

Dr. Reddy's Lakoratories |id.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 1 0f 10/ Crp. 1 u3 10

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: U6ykaun®, TabaeTku, NoKpbIThIE ILIEHOYHOH 060J09K0H, 400 Mr + 325 mMr

Market / PoiHoK :Russia / Poccust

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne 4 V2402682 O6nem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002760511 Date of Analysis / - 20.12.2024

AHagaTHYeCKHH oT4yeT No JlaTa ananunza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa npou3BocTBa Togen go

Mifg. License No. / MA number: /

IIpoun3BoacTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

JHneH3Hsa No

_Analysis performed according ND: / Ananu3 npoBeaer mo H: JIII-Ne(003654)-(PT'-RU)-101123

No |Test / Iloxa3aTenn

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Onuncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarCyJOBUAHOM (OPMBI, TOKPHITEIE
MIeHOYHOH 000JI0YKO# OpaHXeBOro
LIBETA, C PUCKOI Ha OJHOH CTOPOHE;
Ha MONEPEYHOM Paspese — Apo
6enoro 1geTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabaeTku kancyaoBUIHON
(OpPMBI, MOKPEITHIE TIIEHOYHOH 000N0UKOH
OpaHXKEBOTO L[BETA, C PUCKOHN HA OAHOMH CTOPOHE;
Ha MOTIEPEYHOM paspese — sApo 6eoro umm
1oyt 6enoro 1BeTa.

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykt coorBeTcTBYET TpeboBaHMAM HJI

Opinion : APPROVED
3akmouenue: OJOPEHO

Prepared by / Checked by / Approved by: Managgr/Executive
IToarotosnero: Shivani Devi [Tpoepeno: Santosh Kumar /Ono6peuno: Menemiep /

} "/ Maurya PyxoBoautens: Abhishek ?hauhan
Reprint Date: Reprint Date: Reprint Date: '
Hara: 20,12,2021 Hara: 20.12.2021 Hara; 20.12,2021

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telanganra, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':

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

Vill. Knol, Nalagarh Road, Badydi,
Distt. Solan, H.P., 173 205, iNDJ|A
Tel : +91 98156 56001-02
www.drreddys.corm

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

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

Hpoaykr: M6ykaun®, TabieTKku, NOKPBITHIE NJ1eHOUHOI 0605104K0#, 400 MI + 325 Mr

Market / PbIHOK :Russia / Poccusg

Batch No / ) Batch Quantity / _800000.0 tab /

Cepus Ne § P2E0e00e O0bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002760511 Date of Analysis / - 20.12.2024

AHanuTHYecKHil oTyer Ne JaTa asaiuza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTa npoH3BOACTBA T'ogen oo

Mfg. License No. / MA number: /

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

Juuensust No -

Analysis performed according ND

: / Auaans nposenes o HJ: JII-Ne(003654)-(PT-RU)-101123

2 |Identification /
IToaHHHOCTDH

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 yaepXHBaHUs OCHOBHBIX NHMKOB Ha
XpOMaTOrpaMMe HCIIBITYEMOTO PACTBOPA AOJKHbI
COOTBETCTBOBATH BpEMEHAM YAEpP)KHBaHMs IMKOB
Ha XpomarorpaMme pacTBopa CTaHIAPTHHIX
o0pa3uoB ubynpodena u napauneramona (pasmel
«KonuuecTBEHHOE ONpesieICHUE)

3 |Average tablets weight /
Cpenusas macca TabjieTok

970.6 mg / 970.6 mr

940.9 mg to 999.1
(970.0 mg £ 3.0 %)/
Or 940,9 MT
(970,0 mr = 3,0 %)

mg

bi(e} 999,1 M

4 |Disintegration /
PacnmagaeMocThb

05 min 05 sec / 05 muH 05 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoayKT cooTBeTCTBYET Tpebosanusam HJJ

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by /
IToarotosneHo: Shivani Devi

A

Checked by /

Maurya

@

——

ITpoepeHo: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Mene
PykoBoautens: A

ishel?fChauhan

Reprint Date:
Hata: 20.12.2024

Reprint Date:
Jara: 20.12.2024

Reprint Date: L /
Jara: 20.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel. +91 4G 49C0 2960, Fax: +91 40 4900 2999, Email: maii@drraddys.cam
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Vill. Knol, Nalagarh Road, Bad dj,
Distt. Solan, H.P.,, 173 205, INDja
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Page 3 of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6ykann®, Ta6IeTKH, NOKPbIThIE ILIEHOUHOH 060J104K0ii, 400 Mr + 325 mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepus Ne i s O6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002760511 Date of Analysis / - 90.12.2024

AHaJIITHYECKUi oTueT No JaTta anaausa

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JaTa npou3BOJCTBA I'onen gao

Mfg. License No. / MA number: /

IpousBoacTBEeHHASA : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)
Homep PY

anuen3ust No

Analysis performed according ND

: / Ananus nposexen no HJI: JITI-Ne(003654)-(PT-RU)-101123

5 | Dissolution /
PacrBopenne

9% to 102 %

100 % to 103 %

Not less than 70% (Q) of Ci3Hi302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H 150, (u6ynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO; (napaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
ITpumeuyanue: Ipoaykr cootBercTByeT TpeboBaHuaM HJ|

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /

A

[Toarorosneno: Shivani Devi

-—

Checked by /

Maurya

[Tposepeno: Santosh Kumar /Onobpeno: Meneuiep /

Approved by: Managgr/Executive

Pykosoautens: Abhishek Jhauhan

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hata: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel. +91 40 4900 2960, Fax: +91 40 4900 2999, Ernail: mzii@drreddys.com
CIN: L85195AP1984PLCDO4507

wwiv.arreddys.com




Dr.Reddy’s Q‘:’.

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykann®, TabiaeTkH, NOKPLITHIC MIEHOUHOH 060104K0H, 400 MT + 325 mMr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne i V2402682 O6beM cepnn " 800000.0 Tab

Analytical Report No/ - 040002760511 Date of Analysis / . 20.12.2024

AHaJuTHYeCKHH oT4eT No JlaTa aHaJM3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa nIpou3BOACTBA I'onen o

Mfg. License No. / MA number: /

IIpou3BoacTBeHHast : MNB/05/263 : : JIII-Ne(003654)-(PT-RU)
Howmep PY

JuueH3usi Ne

Analysis performed according ND

: / Auaans nposeaen no H/: JITI-Ne(003654)-(PI-RU)-101123

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHbIE IPHMeECH than 0.005% /
Method 1/ MeTtoa 1 4-amunodeHon (NMpuMech TapaLeTamolia) He
oonee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /
PEFHCIRANEY Jio6as equHuyHas npumech (ubynpodena umu
napaueramosna) He 6oxaee 0,3 %
0.0002% Total impurities (Method 1+ Method 2) - not more
: ° than 0.7% / Cymma npumeceit (Merozn 1 + Metox
2) He 6onee 0,7 %
7 |Water / Boaa 1.5% Not more than 5.0% /

He 6oee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IMoarotosneno: Shivani Devi

AT

Checked by /

Maurya

[Tporepeno: Santosh Kumar

Approved by: Majager/Executive
/Ono6peno: Mengxep / /)
PyKoBOIMTENE: ( bhiihg’)é Chauhan

— !

Reprint Date:
Jara: 20.12.2024

Reprint Date:

Hara: 20.12.2024

Reprint Date:
Jara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telanganra, Indis
Tel: +91 40 4900 29060, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCDD4507

wwye.drreddys.com




Dr.Reddy’s €%¢

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IN DA
Tel : +91 98156 56001-02
www.drreddys.coimn

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Page S of 10/ Cp.5 u3 10

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

Hpoayxkr: U6ykaun®, TabneTkn, HOKPbLITHIE IIEHOYHOH 06010UK0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / _~ 800000.0 tab /
Cepust Ne # V2402682 O6nbeM cepun * 800000.0 Tab
Analytical Repo:‘t No/ - 040002760511 Date of Analysis / - 20.12.2024
AHajuTHYeCKHi oTyeT Ne JlaTa aHaH3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa npoM3BoACTBA T'oaen no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAas1 : MNB/05/263
JuneH3ust Ne

Homep PY ¢ JII-Ne(003654)-(PT-RU)

Analysis performed according ND: / AHanu3 nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage

units /
OOHOPOOHOCTD Acceptance value (AV) should be not more than
JO3UPOBAHHUS 0.9 15.0 / Ilokazatens npuemieMocTH (AV) JOmKeH
- ibuprofen / ubynpogen OBITH He Oonee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.0 15.0 /Tlokasarens npuemaeMocTd (AV) 10JDKEeH
|mapareramon ObITE He OoJiee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Ipoaykr cootBeTcTByeT TpeboBaHuam HJL 3axmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Mangger/Executive
[Moaroroeneno: Shivani Devi [IpoeepeHo: Santosh Kumar /Opo6peno: Menejkep /

/g)( Maurya @‘ PykxoBoaurens: 4 hishel?/'Chauhan
Reprint Date: Reprint Date: Reprint Date:
Jara: 20.12.2024 Hara: 20.12.2024 Jara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: 1.85195AP1984PLCDO4507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

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

Viil. Knol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDjA
Tel : +91 98166 56001-02
wwey.drreddys.com

Page 6 of 10/ CTp. 6 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilpoaykr: N6yKkanH®, Ta6/IeTKH, IOKPHITHIE NIEHOYHOI 060104KO0M, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne SV O0bem cepuu " 800000.0 Tab

Analytical Repovrt No / - 040002760511 Date of Analysis / . 20.12.2024

AHanuTH4ecKHii oTyeT No JaTta anananza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa mpou3BoaCTBA I'open no

Mfg. License No. / MA number: /

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

Juien3us Ne

Analysis performed according ND: / Auanu3s nposexes o HJI: JIII-Ne(003654)-(PI-RU)-101123

9 |Microbiological purity* /
Mukpobuonorudeckas
yucToTa*

a) Total aerobic microbial
count / Ob11ee uncIo
adpOOHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts
and mould count / Ob1uee
YUCIIO APOAOKEBBIX U
TJICCHEBBIX [PUOOB

¢) E. coli

NA Not more than 1000 CFU/g /

NA

NA
Shall
ir

be absent in

He 6onee 1000 KOE/r

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

lg / OrcyTtctBHE B

Remarks : The Product conforms to ND/
Tlpumeuanue: [IpoyKT cOOTBETCTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[Toarotosneso: Shivani Devi

AT

Checked by /
[Ipoepeno: Santosh Kumar

Maurya @

Approved by: Mandger/Executive

/Onobpeno: Menejikep /

PykoBoautens: A( hishek Fhauhan
LY - ,

Reprint Date:
Hata: 20.12.2024

Reprint Date:
JHara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, Indis

Tei: +91 40 49560 2900, Fax: +91 40 4900 2999, Emnail: meii@drraddys.com

CIN: L85195AP1984PLCD04507
www.drreddys.com




Dr.Reddy’s ":’

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

Viil. Knol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 7 of 10 / Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: H6ykaun®, Ta6JeTKH, NOKPbIThIE IIEHOYHOH 06010uK0i, 400 Mr + 325 mMr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepus Ne # V2402682 O0neM cepuu " 800000.0 Tab

Analytical Repo:'t No/ - 040002760511 Date of Analysis / - 20.12.2024

AHaUuTHYECKHI oTueT Ne JlaTa aHau3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa nipou3BoacTBA Togen oo

Mig. License No. / MA number: /

Ipou3zBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND

: / Ananns nposeaen no H: JIII-Ne(003654)-(PT-RU)-101123

|'10 Assay / KonnyecTBeHHoe 360.0 to 440.0 mg of C;3Hi30: (ibuprofen) per
omnpeaejieHUue tablet /
394.8 mg/394.8 mMr Ot 360,0 mr 10 440,0 mr C13H1302 (ubynpoden) B
Tabnetke
292.5 to 357.5 mg of CsHoNO; (paracetamol) per
tablet /
322.69 mg /322.69 mr 01292,5 mr 1o 357,5 mr CsHoNO-, (mapaueramon)
B TabyeTke
11 | Package / Ynakoska 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. / ITo 10 Tabnerok |tabnetox B IIBX/Al 6nucrep. Ilo 1, 2 unu 20
B [IBX/Al 6auctep. [1o 1 6nuctepy |OnauctepoB B NadyKy KapTOHHYKO BMECTE C
B Ia4yKy KapTOHHYI0 BMeECTE C |WHCTPYKIHEH MO MPUMEHEHMIO.
WHCTPYKLMEHN N0 NPUMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. / B cootserctsuu ¢ HJI,
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu TeMnepatype He Bblie 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
rOJHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeET TpeOoBaHusM HJI

Opinion : APPROVED
3axaroueHue: OI[OBP]:ZHO

Prepared by /
IToxarorosneno: Shivani Devi

AT

Checked by /

Maurya %\

[TpoBepeHo: Santosh Kumar /Ono6peno: MeHewxKgp /

Approved by: Managet/Executive

Pykosoautens: Abhighek Clfauhan

Reprint Date:
Jara: 20.12.2024

Reprint Date:
Hata: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 49G0 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

wwve.drreddys.com




Dr.Reddy’s €%¢

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 8 of 10 / Cp. 8 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Hoykaun", Ta0AeTKH, MOKPLITHIE [JIeHo4YHoii ofosouKoii, 400 mr + 325 mr

Market / Puinok :Russia / Poccus

Batch No / ’ Batch Quantity / ~800000.0 tab /

Cepust Ne } V2402652 O6bem cepun " 800000.0 Tab6

Analytical RepOft No/ . 040002760511 Date of Analysis / . 20.12.2024

AHaJTUTHYECKHIi oTueT Ne JlaTa aHaJaMsa __|

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

Jara nNpou3BOACTBA T'onen 1o

Mfg. License No. / MA number: /

IIpou3BoAcTBEHHAS : MNB/05/263 ’ . JITI-Ne(003654)-(PT-RU)
Homep PY

smieH3ust Ne |

Analysis performed according ND: / AHA/JTH3 DPOBE/AEH 110 HJT: JITI-Ne(003654)-(PT-RU)-101123

* 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.

ITpum

* TIpOBOIMTCS IPOU3BOIHTENEM MPH BBIMTYCKE NEPHOMIHECKH: 1A KayK 01
rozi. TTokasateis MOKET ObiTh He BKIFOUEH B CEPTHIKAT aHATHM3a ¢bupMBl.

evanne: CChUIKH B HOPMATUBHOM JOKYMEHTALMH NIPHBE/ICHBI Hi I'd PO XIV.

20-o#i cepuu WK He MeHee 1 pasa B

API name / HanmenoBanne ADC:

Ibuprofen / U6ynpoden

Paracetamol / Ilapaneramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [lapateramon

API manufacturer batch number /

1101/24/A-3392 APAP/24091294
Homep cepun npoussoanrens ADC:
FP Manufacturer API Batch number /
Homep cepus cyOCTAaHIMH NPON3BOAMTE/IA FERA00600 FERAOQ0539
I'JI®:
IOL Chemicals and

API Manufactured by & country /
Ipoussoaurens APC, crpana:

Pharmaceuticals Limited, India /

HOJI Kemukaic 17,
dapmacstoTrkanc Jiumu
Nupus

Granules India Limited, India /

e I'panynec Vnaus Jlumuren, Hunus

FP

Name, address, authorization No for

Dr. Reddy's Laboratories

Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

Ipumeuanne: [IpoaykT coorBeTcTByeT Tpebosanusam HL

Opinion : APPROVED

Prepared by /
[ToaroTtoneHo: Shivani Devi

(gr

Maurya

Checked by /
IIposepeno: Santosh Kumar

Z

/Ono6peno: Mengmiep /
PyKOBOJHTEID: / bhishek/_c hauhan

Reprint Date:
Jlara: 20.12.2024

Reprint Date:
Jara: 20.12.2024

Reprint Date:
Jlara: 20.12.2024

Registerer Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4960 2960, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCOO4507

www.drreddys.com




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

e
Dr. Reddy9s ‘... Viil. Khol, Nalagarh Road, Baddj,
B Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 13 10

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

Mpoaykr: Hoyknun®, Ta6ieTKH, NOKPHITHIE MIIEHOYHOMH 060.104K0#H, 400 Mr + 325 mr

Market / PeiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne V2402682 Oonem cepun " 800000.0 Tab6

Analytical Report No/ - 040002760511 Date of Analysis / - 20.12.2024

AHanuTHdeckHii oTyeT Ne JlaTa anaausa

Date of Manufacture / - 1172024 Date of Expiry / . 10/2029

Jata npon3BoaAcTBa T'open no

Mifg. License No. / MA number: /

IIpou3BoACcTBEeHHAA : MNB/05/263 i ¢ JIII-Ne(003654)-(PT'-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND: / Anaaus npoeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumMeHoBaHHe, aapec, JTULEH3HA I I-p Penau’c Jlaboparopuc JIta., Muaus, I[ipoussoacTeerHoe
IlpounsBoacTBenHas miaomanaka / Ilmomaaka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bapnu, Jluctpukr
KOHTpOJIsi KadecTBa / Ilomaaka BeINyCKa Comnan, X.I1., 173205, Unaus (nuuensus Homep MNB/05/263)

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/II04eHHe 0 COOTBeTCTBUM: «HacTosIMM s MOATBEPIKAAIO, YTO NPHBEACHHAs BhIlle HHQOpMALMs ABJSETCA
JIOCTOBEPHOM M TOYHOM. DTa cepuss MPOXYKIHW NpoM3BelicHa (BKIIOYas yMakoBKY (MapKHUPOBKY) H KOHTPOJIb
KayecTBa) HA BbIIIEYKa3aHHOW IMPOM3BOJCTBCHHON IUIOINAAKE (MIOIAAKaX) B IOJHOM COOTBETCTBHH C
tpeboBanuamu [IpaBun Hamsiexamedl NpoU3BOACTBEHHOM NpakTuku EBpasuiickoro sKoHoMHueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u Tpe6OBaHUAMH KOHTPOJIA KAYeCTBA JIEKAPCTBCHHBIX CPEACTB,
a TakXe B COOTBETCTBHH CO CrelM(PHKALMAMH, COACPKALIUMHUCS B PETUCTPALIMOHHOM JOChE CTPaHbI-UMIIOPTEpA.

Remarks : The Product conforms to ND/ Opinion ;: APPROVED
Tpumevanne: [Ipoaykr cootBercTByeT TpeGopanusam HJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToxrotoBnexo: Shivani Devi [MpoBepeHo: Santosh Kumar /O n06peno: MeHeiskep /

»«" Maurya @_\ PyKOBOIUTEN: A}j' ishek C/uauhan
Reprint Date: Reprint Date: Reprint Date: .
Hata: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOV4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

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

Hponyxr: H6ykaun®, Ta0JaeTKH, NOKPBITHIE LI1IeH0YHOi 060/10uK0i, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust No g eieoe O0nem cepun " 800000.0 Tab

Analytical Repovrt No / - 040002760511 Date of Analysis / - 20.12.2024

AHaJIHTHYeCKHI oTueT No JlaTa aHanu3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JaTa npou3goacrea T'ogen no

Mfg. License No. / MA number: /

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

JHueHn3uss Ne

Analysis performed according ND: / Anaqu3 nposegen no HJI: JIII-Ne(003654)-(PT'-RU)-101123

3amnucH no MNPOU3BOACTBY, YIIAKOBKE M aHAJIU3Y NPOBEPEHLI, U YCTAHOBJICHO HX COOTBCTCTBHUC TpC6OBaHI/IﬂM Hpasym
HaJJiexarei HpOI/I3BO,&CTBeHHOﬁ MNpaKTHKH EBpa3I/]l‘/'ICKOFO OKOHOMHYECKOI'0 COr03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [poaykT cooTBeTCTBYET TpeboBanusm HJ| 3axsouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotorneno: Shivani Devi [TpoeepeHo: Santosh Kumar /OnobpeHo: Menemikep /

= Maurya @ Pykosomutens: Abhishek Cauhan
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Reprint Date: Reprint Date: Reprint Date: !

Hara: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
fei: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: meii@drreddys.com
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